EPA Reg. Jacket 2724-481 vol 1



s, -

>

L

-
EPA REG. NO.
Date of ACTION |RECORD NO./ RESPONSE | RESPONSE
Application| CODE |REF. NO. EVENT DATE CODE
129 70 { o0 2587 % 3\\“\\'0\0 | \7
2/ 7/ 406/ -53??"’/’,32/2} Alperst  Didtu I\rb! 91 32
[0:15-9/ 1779 5'/0;"% Nemiina | Concentru £/ om k\\’\\c\l \2
.06 93| Tt PP A Aosedipr 520 ooy | 19
R




(€0 574,
R (<Y

' % .
g M g UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
w & WASHINGTON, D.C. 20460
OFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES

Mr. Gary Sandberg

Wellmark International

1501 E. Woodfield Road, Suite 200 W SEP 2 2 2005
Schaumburg, IL 60173

Dear Mr. Sandberg:

Subject: Amendment: Change source of manufacturing
Tau-Fluvalinate Technical
EPA Registration Number 2724-481
Your submission dated April 15, 2005

Dear Mr. Sandberg:

The amendment referred to above, submitted in connection with registration under
FIFRA section 3(c)(7)(a), is acceptable. All the product chemistry data submitted corresponding
to 830 Series Subgroup A and Subgroup B are acceptable. The Confidential Statement of
Formula dated March 7, 2005 is acceptable. Please note that this acceptance is conditional and
subject to the Agency’s final determination regarding the toxicological significance of the [Jjjj
new impurities identified for material produced at the new manufacturing site. The Agency notes
that you have provided justifications and arguments to demonstrate that these [Jj new impurities
- are not of toxicological significance. The revised labeling showing the increase in the declared
percentage of active ingredient is acceptable and a stamped copy is enclosed for your records.

Sincerely,

George LaRocca.

Product Manager 13
Insecticide Branch
Registration Division (7505C)

*Manufacturing process information may be entitled to confidential treatment*




TAU-FLUVALINATE TECHNICAL

AN INSECTICIDE-ACARICIDE
FOR MANUFACTURING USE ONLY

ACTIVE INGREDIENT:

Tau-fluvalinate (CAS #102851-06-9) .....ccoevmririiiiii s 93.7% _....--| Deleted: 87.2

OTHER INGREDIENTS: L. et 85.3% . -{’De(eted; 12.8

TOTAL  100.0%
WARNING

OPEN CONTAINER IN WELL VENTILATED AREA

REFER TO ANALYTICAL LABEL ON THIS DRUM FOR EXACT ANALYSIS OF THIS LOT,

NET CONTENTS

Lot No.

EPA Reg. No. 2724-481

EPA Est. No. ACCEPTED

SEP 2 2 2005
Under the Federal Insecticide,
fswrgzcu;zd’ “'E Rodenticide Act,
amen r the ide

registered under pestic
EPARcg No. 292445




DP#  (317737) : ' Decision #: 356215
DATA PACKAGE BEAN SHEET

—¥ namp 31-?:?1-2005 L}c.{
FEE " P PP »237:

* * * Registration Information * * *

Registration: 2724-481 - TAU-FLUALINATE TECHNICAL

Company: 2724 - WELLMARK INTERNATIONAL
Risk Manager: RM 03 - Richard Gebken - (703) 305-6701 Roomi# CM-2 201
Risk Manager Reviewer: Dana Pilitt DPILITT
Sent Date: Calculated Due Date: 06-Oct-2005 Edited Due Date:

Type of Registration: Product Registration - Section 3
Action Desc: (R34) NON-FAST-TRACK (INCLUDES CHANGES TO PRECAUTIONARY LABEL STATEMEN

Ingredients: 109302, Fluvalinate(87.2%)

. *** Data Package Information * * *

Expedite: () Yes @ No Date Sent: 31-May-2005 Due Back:

DP Ingredient: 109302, Fluvalinate

DP Title: change amnufacturing source

CSF Included: @ Yes () No Label Included: @ Yes () No Parent DP #:

Assigned To _ Datein Date Out
Organization: RD / TRB Last Possible Science Due Date: 06-Sep-2005

Tour Mame: ‘Qb_iAAﬁ__ Science Due Date: 7 - G -2
S. Gt 4221&5 8]_(4{&, Sub-Data Package Due Date: _

or NGITIG

** * Studies Sent for Review * * *

*** Additional Data Package for this Decision * * *

*** Data Package Instructions * * *
Please review the attached amendement to change the source of manufacturing.




Date: August 4, 2005
SUBJECT: Product Chemistry Review of Tau-Fluvalinate TGAI / MUP

FROM: Shyam B. Mathur, Ph.D
Product Chemistry Team Leader

"‘-‘.—.—-—
Technical Review Branch/RD (7505C) q{\ U‘),{ \ 19—5

TO: Dana Pilitt / Richard Gebken, RM 03
Insecticide Branch / RD (7505C) /@‘p&/

DP BARCODE: D317737

DECISION No.: 356215

File Symbol No.: 2724-481

PRODUCT: Tau-Fluvalinate TGAI / MUP
PCC: 109302

REGISTRANT: Wellmark International
USE: Insecticide

INTRODUCTION:

The registrant has submitted an application to amend the registration for the technical tau-fluvalinate. The
registrant, Wellmark International intends to replace the current manufacturing source

with . In support the registrant has submitted product
chemistry data corresponding to 830 Series Subgroup A & Subgroup B under MRID Nos. 465278-01 thru
465278-04, the CSF for alternate formulation (dated 03-07-05) and the product label. The purity of the Al
is increased from 87.2% to 93.72%, the revised product reflects the new purity of the Al. The impurity
profile claimed on the alternate CSF [JJij represents all of the impurities which potentially could be
produced in the course of manufacture of the technical product. Some of the impurities claimed were not
present in the 5-batch analysis but were claimed in the 5-batch analysis supporting the current
production site of (MRID Nos. 41889702, 45598800, 45598801).The 5-batch analysis of the [}
showed fewer impurities, but found [JJj new impurity which was not found with the current
source of production. A [JJJil] impurity is reported with [Jjjfferocess but is not new, since it occurred at
less than 0.1% in the current process (and was not required to be reported).TRB has been asked to
evaluate the product chemistry data submitted for TGAI/MUP.

SUMMARY OF FINDINGS:

1. The registrant has submitted a Confidential Statement of Formula for basic formulation (dated 03-07-
05) for the proposed Tau-fluvalinateTGAI / MUP. The average purity of the technical / MUP is 93.72%, as
determined by the five batch analysis. The proposed certified limits for the Al are in accordance with
standard limits as described in 40CFR§158.175(b)(2) and the upper certified limits of the impurities are
based on the five batch analysis. The product chemistry data submitted corresponding to guideline
reference 830.1550 (product identity & composition) and 830.1750 (certified limits) satisfy the data
requirements of 40CFR§158.155 and 158.175 respectively [MRID No. 465278-01 & 465278-03).

2. The product chemistry data submitted corresponding to guideline reference 830.1600 (description of

material used to produce the product) satisfy the data requirements of 40CFR§ 158.160 [MRID No.
465278-03].

*Manufacturing process information may be entitled to confidential treatment*

*Product ingredient source information may be entitled to confidential treatment*




*Manufacturing process information may be entitled to confidential treatment*

*Quality control process information may be entitled to confidential treatment*
BARCODE:D317737; Reg. No. : 2724-481 PRODUCT: Tau-FluvalinateTGAI/MUP

3. The product chemistry data submitted corresponding to guideline reference 830.1620 (description of
production process) satisfy the data requirements for 40CFR§158.162. The active ingredient was
produced by a three step integrated batch process. The details of the production process have been
provided which included the amounts of each starting material used in the process, description of the
equipment used, the reaction conditions (temperature, pH, etc.) and the yields of the final product and the
steps taken to control the quality of the product [MRID No. 465278-03].

4. The product chemistry data submitted corresponding to guideline reference 830.1670 (discussion on
the formation of impurities) satisfy the data requirements for 40CFR§158.167. The registrant has listed

impurities present at the level of > 0.1% and were identified during five batch analysis, the
mechanism of formation of each of the impurities listed on the alternate CSF have been provided. There
are listed -new impurities which are not present in the basic formulation CSF (dated 5-22-91). The
registrant has provided justifications & arguments to demonstrate that these [JJmpurities are not of
toxicological significance. The registrant has also stated that nitrosamine contaminants are not likely to be
produced during the manufacture or generated in the finished product [MRID No. 465278-03].

5. The data submitted corresponding the guideline reference 830.1700 (preliminary analysis) satisfy the
data requirements of 40CFR§158.170. The study was conducted under GLP requirements in compliance
with 40CFR§160. Five representative batches of the Tau-Fluvalinate technical were analyzed for percent
active ingredient by HPLC / UV (254 nm) using an external standardization method.

The analytical method was validated for accuracy, finearity, and precision.
The LOD, and LOQ for the Al and each impurity were determined [MRID No. 465278-04].

6. The data submitted corresponding to the guideline reference 830.1800 (enforcement analytical
method) satisfy the data requirements of 40CFR§158.180. The active ingredient tau-fluvalinate content
was determined by HPLC/UV (254 nm) using an external standardization method [MRID No. 465278-04).

7. The data submitted [830.6302, 830.6303, 830.6304, 830.6314, 830.6315, 830.6316, 830.7000,
830.7100 and 830.7300] corresponding to guidelines 830 Series Subgroup B (physical-chemical
properties) satisfy the data requirements of 40CFR§158.190. These data have been submitted in
response to Agency’s letter dated October 29, 2003. The data for one year storage stability (830.6317)
and corrosion characteristics (830.6320) studies were submitted previously under MRID No. 46109301
and were found acceptable (see PCR dated 03-08-04, D298105) by Agency [MRID No. 465278-02].

CONCLUSIONS:

The TRB has reviewed the product chemistr;/ data submitted for tau-fluvalinate TGAI / MUP and has
concluded that:

1. All the product chemistry data submitted corresponding to 830 Series Subgroup A are acceptable.

2. The CSF for alternate formulation (dated 03-07-05) is acceptable. However, the acceptance is subject
to the evaluation of toxicity of the new impurity identified in the new manufacturing site. The registrant has
provided arguments indicating that the new impurity is not of toxic concern. TRB recommends that the
data should be forwarded to HED for further evaluation.

3. The data submitted corresponding to the 830 Series Subgroup B (physical-chemical properties) are
acceptable.



BARCODE:D317737; Reg. No. : 2724-481 PRODUCT: Tau-FluvalinateTGAI/MUP

830.1550. Product identity & Composition: (MRID No. 465278-03)

Common Name: Tau-Fluvalinate

Chemical Name (CAS): cyano(3-phenoxyphenyl)methy! N-{2-chloro-4-(triflucromethyl)phenyi}-D-valinate
Chemical Name (IUPAC): (RS)-a-cyano-3-phenoxybenzyl N-(2-chloro- a, a, a-trifluoro-p-tolyl)-D-valinate
CAS No.: 102851-06-9

PC Code No.: 109302

Empirical formula: Cys Hyz Cl F3 N>O5

Molecular Weight: 502.9

Structural formula:

cl /H CN /@
mysasem
o]

Tau-Fluvalinate



BARCODE:D317737; Reg. No. : 2724-481 PRODUCT: Tau-FluvalinateTGAI/MUP

| Table 1. Manufacturing and Impurity Data for Tau-Fluvalinate technical

| GLN ] [ Requirement

| MRID

|1 Status

| | Details and /or Deficiency

830.1550 Product identity and composition

Alternate
CSF dated
(03-07-05)

A

The NC of Al (93.72%) is supported by 5 batch
analysis & agrees with the label claim NC.

impurities (> 0.1%)are listed on
the CSF.

8301600 Description of materials used to

produce the product

465278-03

The product specification sheets (MSDS) for all
the starting materials have been provided by
the registrant

830.1620 Description of production

process

465278-03

The Al was produced in three step integrated
batch process. The production process has
been described in full details. The reaction
conditions, amounts of chemicals in each step,
duration of time, and the yields in each step
have been provided. The QA steps involved in
each step have been described.

830.1670 Discussion of formation of

impurities

465278-03

The registrant has provided the complete
mechanisms of formation, quantification and
identification of all the impurities present at the
levels of > 0.1%. Total number of impurities
listed on the alternate CSF are less than those
on basic CSF. ] new impurity has been
reported which was not listed on basic CSF.
According to registrant it is of no toxic concern,
also there are very low possibilities of the
formation of nitrosamine during the synthesis, if
at all present the level will be < 1 ppm.

830.1700 Preliminary analysis

465278-04

The registrant has provided 5 batch analysis for
the TGAL The content of Al was determined by
HPLC/UV (254 nm) and the impurities were
identified and quantified by using GC-FID
internal standard methods. The methods were
validated for accuracy, linearity, and precision.
The LOQ and LOD for the Al & each impurity
have been determined. The five batch analysis
supported the CSF for alternate formulation.

830.1750 | Certified limits

465278-01

The proposed certified limits for the Al are
based on the standard certified limits table in
40CFR§158.175(b)(2). The certified limits for
the impurities are based on the analytical
results.

830.1800 Enforcement analytical method

465278-04

The HPLC/UV (254 nm) method was used for
the determination of the Al content in the
TGAI/MUP by using external standard.

= Up-grade (additional information required

A = Acceptable; N = unacceptable (see Deficiency); N/A = Not Applicable; G = Data gap; | = In progress or need upgrade; U




830 Series Subgroup B (Physical-Chemical Properties)

BARCODE:D317737; Reg. No. : 2724-481PRODUCT: _Tau-Fluvalinate TGAI/MUP
|
|

Table 2: Physical and Chemical Properties of Tau-Fluvalinate technical
GLN Requirement MRID Status Result or Deficiency
830.6302 Color 465278-02 A Clear, transparent, amber
830.6303 Physical state oot A Viscous liquid
830.6304 Odor ooroo A Slight, sour-sweet
830.6313 Stability to normal and Previously accepted
elevated temperatures,
metals, and metal ions
830.6314 Oxidation/reduction: 465278-02 A Compatible with oxidizing & reducing agents, water,
chemical incompatibility iron powder, & water
. 830.6315 Flammability 465278-02 A >110°C
830.6316 Explodability 465278-02 A Not potentially explosive
830.6317 Storage stability 461093-01 A Accepted in previous submission
830.6319 Miscibility NA
830.6320 Corrosion characteristics 461093-01 A Accepted in previous submission
830.7000 pH 465278-02 A 5.31 at 25°C
830.7050 UV/Visible absorption w Waived in previously
830.7100 Viscosity 464755-03 Y 205600 mPa.s (cp) at 23°C;
830.7200 Melting point NA
830.7220 Boiling point Cited > 450°C (from literature)
. 830.7300 Relative Density 465278-02 A 1.2746 @ 25°C
830.7370 Dissociation constants in
water
830.7550 Partition coefficient cited Ko/w = 7000 (from literature)
830.7840 Water solubility: cited 0.002 mg/kg (in water); freely soluble in organic
solvents (from literature)
830.7950 Vapor pressure cited < 0.013 m Pa (25°C) (from literature)

A = Acceptable; N = unacceptable (see Deficiency); N/A = Not Applicable; G = Data gap; | = In progress or need upgrade; U = Up-
grade (additional information required



BARCODE:D317737; Reg. No. : 2724-481PRODUCT: Tau-Fluvalinate TGAI/MUP

830.1800. Enforcement of analytical method: (MRID No. 465278-02)

The active ingredient content in tau-fluvalinate technical was determined by HPLC/UV with external

standard technique.

Apparétus: A suitable HPLC machine

Column: Purospher STAR RP-18e, 150 mm x 4.6 mm (id), 5.0 ym film thickness

Injection volume: 10pL

Oven temperature: 40°C

Detector: DAD operating at 254 nm

Solvent elution pattern:

Time (min) Water (%) Acetonitrile (%) MeOH (%) Flow (ml/min)
0-16 20 - 40 40 1
18-23 5 47.5 47.5 1
25 20 40 40 1

Retention time for tau-fluvalinate is about 15.2 -15.5 min

11
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Please read instructions on reverse before completing form. Form Approved. OMB No. 2070-0060. Approval expires 2-28-95
" United States - Registration OPP Identifier Number
7 E PA Environmental Protection Agency Amendment
Washington, DC 20460 - Other
Application for Pesticide - Section |

2. EPA Product Manager 3. Proposed Classification
George LaRocca

! —
| PM# None D Restricted

1. Company/Product Number
Wellmark International/2724-481

i 4. .C_c;r11pan'\/-/l5}o&ucl (Nan;e)

Wellmark International/tau-Fluvalinate Technical 13
5. Name and Address of Applicant / Registrant {Include ZIP Code) 6. Expedited Review.  In accordance with FIFRA Section 3(C)(3)
Wellmark International (b)(i), my product is similar or identical in composition and labeling to:

1501 E. Wocodfield Rd., Suite 200 W

EPA Reg. No.
Schaumburg, lllinois 60173

Product Name

D Check if this is a new address
P

Section - I
Amendment - Explain below. Final printed labels in response to
Agency letter dated
D Resubmission in response to Agency letter dated D "Me Too" Application

D Notification - Explain below. Other - Explain below.

. Explanation:  yse additional page(s) if necessary. (For section | and section 11.)

Application to change source of manufacturing. PRIA Fee for Service = R34 Amendment to a Registration. S-monthreview, $3,000.
gary.sandberg@wellmarkint.com

Section - lll

1. Material This Product Will be Packaged In:

Child-Resistant Packaging Unit Packaging Water Soluble Packagin 2. Type of Container

Yes . Yes X_| Metal
:ZS No No Plastic

Glass
If "Yes Unit No. per f"Yes Unit No. per Paper
* Certification must be Packaging wgt. container Packaging wgt. container Other (Specify)
submitted | |
3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions
X | Label i 45 kg. X_| On Label
C:] D Container 2 9./ 540 Ibs.. On Label Accompanying Product
6. Manner in Which Labe! is Affixed to Product Lithograph D Other
X | Paper glued
Stenciled
Section - IV
1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this application.)
Name Title Telephone No. (Include Area Code)
Gary R. Sandberg Federai Regulatory Project Manager (847) 330-5379
Certification 6. Date AEp.Iication
B o0
1 certify that the statements | have made on this form and all attachments thereto are true, accurate and complete. | Recelvai. .o .
acknowledge that any knowingly false or misleading stalements my be punishable by fine or imprisonment or both LSta.mped)
under applicable law. . Soe
] esee
2. Signature ! 3. Title . eves
e
. . 14 [
Federal Regulatory Project Manager Seee e, . e
LE X XYY [ ]
h [
4. Typed Name 5. Date L] ¢ .o .. L *
LX)
Gary R. Sandberg 15 April, 2005 ¢ d ’: oo
M ®00ee ¢
LX X
LJ Py
EPA Form 8570-1 (Rev. 3-94} Previous editions are obsolete. White - EPA File Copy (original) C %% low - Applicant copy
L]
L ] : .:
L]
* 30




DP BARCODE No.: D321133 REG. No.: 2724-481 PRODUCT NAME:_Tau-Fiuvalinate Technical

CONCLUSIONS:

TRB has reviewed the product chemistry data submitted for 830 series Subgroup B and has concluded
that:

1. The data submitted corresponding to guideline 830.7220 (boiling point) satisfy the data
requirements of 40CFR158.190 and is acceptable.

2. The data submitted corresponding to guideline 830.7050 (UV/VIS) satisfy the data
requirements of 40CFR158.190 and is acceptable.

31




Wellmark In.n_—::ﬁ;_:l |

1501 Eosi Woodlield Read, Suite 200 West | 486738-00
I Schoumburg, Hlinois 60173 ‘

847 330 5300

www.wellmarkinternational.com

Wellmark

June 16, 2005

Document Processing Desk
Registration Division

Office of Pesticide Programs (7505C)
US Environmental Protection Agency
Room 266A, Crystal Mall 2

1801 South Bell Street

Arlington, VA 22202

Attention: G. LaRocca

Subject: Tau-Fluvalinate Technical
EPA Reg. No. 2724-481

I Supporting Data
Dear Mr. LaRocca:

On April 15, 2005, Wellmark submitted an application to the Agency to change the
manufacturing source of tau-fluvalinate to Based on the
acceptability of certain product chemistry studies conducted with PAI and previously found
acceptable by the Agency, I cited four studies to support thls change in my letter to you dated
April 26, 2005. The studies were:

‘ 1. 63-8/830.7860 —Solubility. MRID 44694101

2. 63-9/830.7950 - Vapor Pressure. MRID 44694101

3. 63-10/830.7370 -Dissociation Constant. MRID 41597201

4. 63-11/830.7550 - Octanol/Water Partition Coefficient. MRID 44694101

It was also determined at that time that 2 new studies were required to support the new [Jjij
source. These studies are submitted in one report with this correspondence:

1. 63-3/830.7220 — Boiling Point. The test substance used for this study was the
TGAI from the -source. .

2. 830.7050 - UV / Visible Absorption. Wellmark did not have this study on file to
support the previous source of tan-fluvalinate. A new study was completed with the

B PAL

*Product ingredient source information may be entitled to confidential treatment*
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This submission fulfills all study requirements that were identified to support our application for
approval of a new source of manufacturing for technical Tau-fluvalinate (EPA Reg No. 2724-
481). Please call if you have any questions or need additional information.

Sincerely,

)4.MA;M§{IZRNATIONAL
/x{/[/f
Gary Sandberg J
Federal Regulatory Project Manager
(847) 330-5379

gary.sandberg@wellmarkint.com

cc: Ms. Kylie Rothwell (Special Review and Reregistration Division)

*Product ingredient source information may be entitled to confidential treatment*
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TAU-FLUVALINATE TECHNICAL
AN INSECTICIDE-ACARICIDE
FOR MANUFACTURING USE ONLY
ACTIVE INGREDIENT: L. AR v E <IN
Tau-fluvalinate (CAS #1028571-06-9) .........cicivimmimismmsiiisssssrsssininioisssissnesensesmmann 93.7% --{‘Dcleted:lf_?_'.z____ o i -
OTHER INGREDIENTS ! ... .5 rfiorn o sl s Sk S A it passsnirevansidatinrmnssas sovaBrnsasssnamsngs B8.3% [m.m,.;ﬁj N

TOTAL  100.0%

WARNING

OPEN CONTAINER IN WELL VENTILATED AREA
REFER TO ANALYTICAL LABEL ON THIS DRUM FOR EXACT ANALYSIS OF THIS LOT.

NET CONTENTS
Lot No.

EPA Reg. No. 2724-481
EPA Est. No.
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PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS

WARNING

May be fatal if swallowed. Causes moderate eye irritation. Avoid contact with skin, eyes, or
clothing. Wash thoroughly with soap and water after handling and before eating, drinking, or
using tobacco. Remove contaminated clothing and wash thoroughly before reuse. Sensitive
persons may temporarily experience an itching, burning sensation, with or without a rash,
following exposure.

FIRST AID
| Call a poison control center or doctor immediately for treatment advice.
If swallowed ¢ Call a poison control center or doctor immediately for treatment advice.
s Have person sip a glass of water if able to swallow.
« Do not induce vomiting unless told to do so by the poison control center
or doctor.
« Do not give anything by mouth to an unconscious person.
ifin eyes » Hold eye open and rinse slowly and gently with water for 15-20 minutes.
« Remove contact lenses, if present, after the first 5 minutes, then continue
rinsing eye.
If on skin or s Take off contaminated clothing.
clothing « _Rinse skin immediately with plenty of water for 15-20 minutes.
Have the product container or label with you when calling a poison control center or doctor, or
going for treatment. You may also contact 1-800-248-7763 for emergency medical treatment
. information.

[Note: First Aid statement paragraph format may be used if space is limited.]

ENVIRONMENTAL HAZARDS

This product is highly toxic to fish or other aquatic organisms. Do not discharge effluent
containing this product directly into lakes, streams, ponds, estuaries, oceans, or other waters
unless in accordance with the requirements of a National Pollutant Discharge Elimination
System (NPDES) permit and the permitting authority has been notified in writing prior to
discharge. Do not discharge effluent containing this product to sewer systems without
previously notifying the local sewage treatment plant authority. For guidance, contact your
State Water Board or Regional Office of the Environmental Protection Agency.

PHYSICAL AND CHEMICAL HAZARDS
Do not use or store near heat or open flame.

DIRECTIONS FOR USE
Avoid hand - or sleeve-to-face exposure. Only for formulation into an insecticide for the
following use(s): (1) other manufacturing use products, turf, indoor plants (including
greenhouses) and outdoor ornamental plantings and plantscapes, trees, shrubs, flower and
. foliage cuttings, containerized nursery stock, and on outside surfaces and around buildings; (2)
uses for which US Environmental Protection Agency has accepted the required data and/or
citations of data that the formulator has submitted in support of registration; and (3) uses for
experimental purposes that are in compliance with US Environmental Protection Agency
requirements.
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This product may be used to formuiate products for specific uses not listed on the MP label if
the formulator, user group, or grower has complied with US EPA data submmission
requirements regarding support of such uses.

STORAGE AND DISPOSAL

Do not contaminate water, food, or feed by storage or disposal. In case of spifl or leak,
ventilate area well, then soak up with soil or other absorbent material.

STORAGE: Store away from direct sunlight or heat. Pesticides must be stored in a secured
area away from other products, food, or feed.

PESTICIDE DISPOSAL: Wastes resulting from the use of tau-fluvalinate technical may be
disposed of on site or at any approved waste disposal facility.

CONTAINER DISPOSAL (Metal): Triple rinse (or equivalent). Then offer for recycling or
reconditioning, or puncture and dispose of in a sanitary landfill, or by other procedures
approved by state and local authorities.

WARRANTY AND CONDITIONS OF SALE

Seller warrants that the chemical composition of this product conforms to the chemical
description on the label and is reasonably fit for the purpose stated on the label when used in
accordance with directions under normal conditions of use. Seller makes no other warranty,
express or implied, concerning the use of this product other than as indicated on the label.

Buyer assumes all risks of use, storage, or handling of this material not in strict accordance with

directions given on the label.
For information or in case of an emergency, call 1-800-248-7763
Welimark International

Schaumburg, 1L 60173
Made in USA
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TAU-FLUVALINATE TECHNICAL

AN INSECTICIDE-ACARICIDE
FOR MANUFACTURING USE ONLY

ACTIVE INGREDIENT:
Tau-fluvalinate (CAS #102851-06-9)......ccccerirrrreiriieiiiiiiiiniaesesiessssssassesesssssssssssssssssassssases 87.2%
KT BRI TS cooiccsinissidimumnsintin i s sy s e o 12.8%

TOTAL 100.0%

WARNING

OPEN CONTAINER IN WELL VENTILATED AREA
REFER TO ANALYTICAL LABEL ON THIS DRUM FOR EXACT ANALYSIS OF THIS LOT.

NET CONTENTS
Lot No.

EPA Reg. No. 2724-481
EPA Est. No.

ACCEPTTL
with COLIY
i ERPA Lotier Sa:
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Furgisids <!
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PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS

WARNING

May be fatal if swallowed. Causes moderate eye irritation. Avoid contact with skin, eyes, or
clothing. Wash thoroughly with soap and water after handling and before eating or smoking.
Remove contaminated clothing and wash thoroughly before reuse. Sensitive persons may
temporarily experience an itching, burning sensation, with or without a rash, following exposure.
Avoid hand- or sleeve-to-face exposure.

FIRST AID

Call a poison control center or doctor immediately for treatment advice.

If swallowed ¢ Call a poison control center or doctor immediately for treatment advice.

e Have person sip a glass of water if able to swallow.

¢ Do not induce vomiting unless told to do so by the poison control center
or doctor.
Do not give anything by mouth to an unconscious person.

If in eyes e Hold eye open and rinse slowly and gently with water for 15-20 minutes.
Remove contact lenses, if present, after the first 5 minutes, then continue
rinsing eye.

If on skin or o Take off contaminated clothing.

clothing * Rinse skin immediately with plenty of water for 15-20 minutes.

Have the product container or label with you when calling a poison control center or doctor, or
going for treatment. You may also contact 1-800-248-7763 for emergency medical treatment
information.

[Note: First Aid statement paragraph format may be used if space is limited.]

ENVIRONMENTAL HAZARDS

This product is highly toxic to fish or other aquatic organisms. Do not discharge effluent
containing this product directly into lakes, streams, ponds, estuaries, oceans, or other waters
unless in accordance with the requirements of a National Pollutant Discharge Elimination
System (NPDES) permit and the permitting authority has been notified in writing prior to
discharge. Do not discharge effluent containing this product to sewer systems without
previously notifying the local sewage treatment plant authority. For guidance, contact your
State Water Board or Regional Office of the Environmental Protection Agency.

PHYSICAL AND CHEMICAL HAZARDS
Do not use or store near heat or open flame.

DIRECTIONS FOR USE

Only for formulation into an insecticide for the following use(s): (1) other manufacturing use
products, turf, indoor plants (including greenhouses) and outdoor ornamentai plantings and
plantscapes, trees, shrubs, flower and foliage cuttings, containerized nursery stock, and on
outside surfaces and around buildings; (2) uses for which US Environmental Protection Agency
has accepted the required data and/or citations of data that the formulator has submitted in
support of registration; and (3) uses for experimental purposes that are in compliance with US
Environmental Protection Agency requirements.
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This product may be used to formulate products for specific uses not listed on the MP label if
the formulator, user group, or grower has complied with US EPA data submmission
requirements regarding support of such uses.

This product may not be used or referenced as a source of ingredient in the formulation,
manufacture, or registration of any products without prior written authorization from Wellmark
International.

STORAGE AND DISPOSAL

Do not contaminate water, food, or feed by storage or disposal. In case of spill or leak,
ventilate area well, then soak up with soil or other absorbent material.

STORAGE: Store away from direct sunlight or heat. Pesticides must be stored in a secured
area away from other products, food, or feed.

PESTICIDE DISPOSAL: Wastes resulting from the use of tau-fluvalinate technical may be
disposed of on site or at any approved waste disposal facility.

CONTAINER DISPOSAL (Metal): Triple rinse (or equivalent). Then offer for recycling or
reconditioning, or puncture and dispose of in a sanitary landfill, or by other procedures
approved by state and local authorities.

WARRANTY AND CONDITIONS OF SALE

Seller warrants that the chemical composition of this product conforms to the chemical
description on the label and is reasonably fit for the purpose stated on the label when used in
accordance with directions under normal conditions of use. Seller makes no other warranty,
-express or implied, concerning the use of this product other than as indicated on the label.
Buyer assumes all risks of use, storage, or handling of this material not in strict accordance with
directions given on the label.

For information or in case of an emergency, call 1-800-248-7763
Wellmark International

Schaumburg, IL 60173
Made in{JSA
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Fee for Service

This package includes the following | for Division

" INew Registration Kl RD
\JAmendment 1 AD

] Waiver Request and type [J BPPD

(0100% [50% [IIR-4 CIMinor [J Fed/state Risk Mgr. 3
Receipt Nos. S- 777607

EPA File Symbol/Reg. No. | 2724 - 45/

Pin-Punch Date:

(] This item is NOT subject to FFS action.

Action Code: Parent/Child Decisions:

. Requested: /ffgs/
/
Granted: /? o 'y

7 J V)

Amount due: $. 2090 =

[J Voluntary Payment Request % Reduction

Reviewer:% Date: </ é“” OJ~
7 7 /
Remarks: Ceéck if needed)

ol - LUK
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Form Approved OMB Nos. 2070-0060; 2070-0057, 2070-0107; 2070-0122; 2070-0164

(’x”g UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
;?l 1200 Pennsylvania Avenue, N.W,

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for registration
and 0.25 hours per response for reregistration and special review activities, including time tor reading the instructions and completing the necessary lorms. Send
comments regarding burden estimate or any other aspect of this collection ot information, including suggestions for reducing the burden to: Director. Collection
Strategies Division (2822T), U.S. Environmental Protection Agency, 1200 Pennsylvania Avenue, N.W., Washington, DC 20460. Do not send the completed torm
to this address.

Certification with Respect to Citation of Data

Applicant's/Registrant's Name, Address, and Telephone Number EPA Registration Number/File Symbol
Welimark International, 1501 E. Woodfield Rd., Schaumburg, IL 60173 2724-481

Active Ingredient(s) and/or representative test compound(s) Date

Tau-fluvalinate Technical 15 April, 2005

General Use Pattern(s) (list all those claimed for this product using 40 CFR Part 158) Product Name

Turf, indoor plants, greenhouses, outdoor ornamental, plantscapes, nursery stock, apiary. Tau-fluvalinate Technical

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not need to
. submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570-27).

| am responding to a Data-Call-In Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form should
L—__l be used for this purpose).

I

SECTION i: METHOD OF DATA SUPPORT (Check one method only)

| am using the cite-all method of support, and have included with this form | am using the selective method of support (or cite-all option
D a list of companies sent offers of compensation {the Data Matrix form under the selective method), and have included with this form a
should be used for this purpose). completed list of data requirements (the Data Matrix form must be
used).

SECTION Ii: GENERAL OFFER TO PAY

[Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements]

D | hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA.

SECTION Hit: CERTIFICATION

| certify that this application for registration, this form for reregistration, or this Data-Call-In response is supported by all data submitted or cited in the
application for registration, the form for reregistration, or the Data-Cail-In response. In addition, if the cite-all option or cite-all option under the selective method is
indicated in Section I, this application is supported by all data in the Agency's files that (1) concemn the properties or effects of this product or an identical or
substantially similar product, or one or more of the ingredients in this product; and (2} is a type of data that would be required to be submitted under the data
requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or similar composition and
uses .

| certify that for each exciusive use study cited in support of this registration or reregistration, that | am the originai data submitter or that | have obtained
the written permission of the original data submitter to cite that study.

I certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) | am the original data
submitter; (b) | have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of eligibility for
compensation have expired for the study; (d) the study is in the public literature; or (e) | have notified in writing the company that submitted the study and have
offered (I) o pay compensation to the extent required by sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA; and (ji) to commence negotiations to determine the
amount and terms of compensation, if any, to be paid for the use of the study.

[ X XX
| certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their'd.eliv.erydn
accordance with sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA are available and will be submitted to the Agency upon request. Should | fail to proauc% such
evidence to the Agency upon request, | understand that the Agency may initiate action to deny, cancel or suspend the registration of my product in §@#dtmity with

FIFRA. LYy
*
| certify that the statements | have made on this form and all attachments to it are true, accurate, and complete. | acknov«dedge.that any < :‘:
knowingly false or misleading statemen/t may be punishable by fine or imprisonment or both under applicable law. :uo .o * .
(/’\ // ——y °cye *:
Signature i Date Typed or Printed Name and Title .o . .. * oo d :.
L]
4 % 15 April, 2005 Gary R. Sandberg, Regul. Project Mamager oo :lF o
EPA Form 8570-34 (12-2003) Electronic and Pape)ﬁrsions available. Submit only Paper version. e o of
® oo
LI ]
(X P4
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Form Approved OMB Nos. 2070-0060; 2070-0057;

{'ﬁ % UNITED STATES ENVRONMENTAL PROTECTDN AGENCY 2070-0107; 2070-0122; 2070-0164
,m@¢¢i 1200 Pennsylania Avenue , N W .

WASHNGTON,D C. 20460

papemw ork Reductin ActNotice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, Collection Strategies Division (2822T), U.S. Environmental Protection Agency, 1200 Pennsylvania Avenue, N.W., Washington, DC 20460.
Do not send the form to this address.

DATA MATRXKX

pate 19 Aprill, 2005 EPA Reg No /File Symbol 2724-481 Page1 of 1
Applicant's/Registrant's Name & Address Wellmark International, 1501 E. Woodfield Rd., Suite 200 W, Product Tay-fluvalinate Technical
Schaumburg, ILL 60173

Ingredient Tau-fluvalinate

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
830.1550 Product Identity and Composition Wellmark International PER

830.1600 Description of materials used to produce Wellmark International PER

830.1620 Description of productin process MWellmark International PER
830.1670 Discussion of formation of impurities Wellmark Internationat PER

830.1700 Preliminary analysis Wellmark International PER

830.1750 Certificate of analysis (CSF) Wellmark International PER

830.1800 Enforcement analytical method Wellmark International PER
830.6302 Color Wellmark International PER

830.6303 Physical state Wellmark International PER

830.6304 Odor Wellmark International PER

830.6314 Oxidation / Reduction Wellmark International PER

830.6315 Flammability Wellmark International PER

830.6316 Explodeability Wellmark International PER

830.7000 pH Wellmark International PER
830.7100/7300 ISCOSIty/ Bulk density Wellmark International PER

Signature )J p%/ Name and Tite Gary R. Sandberg, Federal Regulatory| Date

Mq Wd@? Project Manager 15 April, 2005
EPA Form 8570-35 (12-2003) Electronic and Pafler versions available. Submit only Paper version. Agency htemalUse Copy
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APR 18 2005



-

SE0 STane UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

5”’ 1’% WASHINGTON, D.C. 20460
2 N7 & .
S <
‘{‘;‘, 6"
e PRO‘“"O )
April 20, 2005
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES
WELLMARK INTERNATIONAL ‘

1501 E. WOODFIELD ROAD, SUITE 200 WEST
SCHAUMBURG, IL 60173

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your subrmttal of 18-APR-05. Our staff has completed a preliminary
analysis of the material. The results are provided as follows:

Your submittal was found to be in full compliance with the standards for submission of
data contained in PR Notice 86-5. A copy of your bibliography is enclosed, annotated with
Master Record ID's (MRIDs) assigned to each document submitted. Please use these numbers in
all future references to these documents. Thank you for your cooperatlon If you have any
questions concerning this data submission, please raise them with the cognizant Product Manager,
to whom the data have been released.

'''''''
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MEMORANDUM

DATE: 4 /dl /65

TO: Cmszla&C&(%\/, Regulatory Manager

FROM: Information Services Branch, IRSD

Your receipt of this data submission is
not an indication that MRIDs for the
enclosed studies have been posted in

OPPIN.

We expect that it will be
approximately 5 days from the above
date before the study-level data is
available in OPPIN.

If you have any questions about this
process, please contact Maureen Sherrill
(305-5361) or Teresa Downs (305-5363).

This is a: fully accepted submission
partially accepted submission
O rejected submission

~5559553.wpd
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FEE FOR SERVICE



S0 ST UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
k WASHINGTON, D.C. 20460
N2

¢ provEY

JRRCILIN
¥ agenct

N
)

2

April 20, 2005
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

PLEASE RETURN A COPY OF THIS LETTER WITH PAYMENT

OPP Decision Number: D-356215

EPA File Symbol or Registration Number: 2724-481

Product Name: TAU-FLUALINATE TECHNICAL

EPA Receipt Date: 18-Apr-2005

EPA Company Number: 2724

Company Name: WELLMARK INTERNATIONAL

GARY R. SANDBERG

WELLMARK INTERNATIONAL

1501 E. WOODFIELD ROAD, SUITE 200 WEST
SCHAUMBURG, IL 60173

SUBJECT: Receipt of Amendment Subject to Registration Service Fee
Dear Registrant:

The Office of Pesticide Programs has received your application for Amendment. If you
submitted data with this application, the results of the PRN-86-5 screen will be communicated
separately. During the administrative screen, the Office of Pesticide Programs has determined
that this Action is subject to a Pesticide Registration Service Fee as defined in the Pesticide
Registration Improvement Act.

The Action has been identified as Action Code: R34

NON-FAST-TRACK (INCLUDES CHANGES TO PRECAUTIONARY LABEL
STATEMENTS;SOURCE CHANGES TO AN UNREGISTERED SOURCE);

Please remit payment in the amount of: $§ 3,000 to:

By USPS:

USEPA Washington Finance Center
Pesticide Registration Service Fee
PO Box 360277

Pittsburgh, PA 15251
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By Courier:

U.S. EPA Washington Finance Center
Pesticide Registration Service Fee
C/0O Mellon Client Service Center
500 Ross Street, Room 670

Box 360277

Pittsburgh, PA 15251-6277

Attn: EPA Module Supervisor
Telephone: (412) 236-2294

All payments must be in United States currency by check, bank draft, or money order drawn
to the order of the Environmental Protection Agency. To ensure proper credit, please write the
OPP DECISION NUMBER on your check, and enclose a copy of this letter with your payment.

You may be eligible for a full or partial waiver of the registration service fee if, for example,
you qualify as a small business or are applying for a minor use, or if your application is soley
associated with an IR-4 tolerance petition. Please be advised that if you intend to request a
waiver, you must do so in writing within 15 days of receipt of this invoice instead of remitting
the amount indicated above. OPP will not consider waiver requests after the registration service
fee has been paid. Information regarding eligibility and how th request and document a fee
waiver is available on the OPP Fee for Service web site at www.epa.gov/pesticides/fees.

Please send Registration Service Fee Waiver requests to:

By USPS: By Courier:

Document Processing Desk (WAIVER) Document Processing Desk (WAIVER)
Office of Pesticide Programs (7504C) Office of Pesticide Programs (7504C)
U.S. Environmental Protection Agency U.S. Environmental Protection Agency
1200 Pennsylvania Ave NW Room 266A, Crystal Mall #2
Washington, DC 20460 1801 S. Bell St.

Arlington, VA 22202

If you have any questions, please contact the Pesticide Registration Service Fee Ombudsman,
at (703) 305-6249.

Sincerely,

Front End Processing Staff
. Information Resources and Services Division
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Wellmark International .
1501 East Woodfield Road, Suite 200 West 485738-00
Schoumburg, Minois 60173 .

847 330 5300

www.wellmerkinternaiional.com

Wellmark

“Sse=Tlhe 16, 2005

Document Processing Desk
Registration Division

Office of Pesticide Programs (7505C)
US Environmental Protection Agency
Room 266A, Crystal Mall 2

1801 South Bell Street

Arlington, VA 22202

Attention: G. LaRocca

Subject: Tau-Fluvalinate Technical
EPA Reg. No. 2724-481

I Supporting Data
Dear Mr. LaRocca:

On April 15, 2005, Wellmark submitted an application to the Agency to change the
manufacturing source of tau-fluvalinate to ||| GG 5:scd on the
acceptability of certain product chemistry studies conducted with PAI and previously found
acceptable by the Agency, I cited four studies to support this change in my letter to you dated
April 26, 2005. The studies were: '

1. 63-8/830.7860 —Solubility. MRID 44694101

2. 63-9/830.7950 - Vapor Pressure. MRID 44694101

3. 63-10/830.7370 -Dissociation Constant. MRID 41597201

4. 63-117830.7550 - Octanol/Water Partition Coefficient. MRID 44694101

It was also determined at that time that 2 new studies were required to support the new [}
source. These studies are submitted in one report with this correspondence:

1. 63-3/830.7220 — Boiling Point. The test substance used for this study was the
TGAI from the [Jjjjjsource. :

2. 830.7050 - UV / Visible Absorption. Wellmark did not have this study on file to
support the previous source of tau-fluvalinate. A new study was completed with the

AL

*Product ingredient source information may be entitled to confidential treatment*
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This submission fulfills all sfudy requirements that were identified to support our application for
approval of a new source of manufacturing for technical Tau-fluvalinate (EPA Reg. No. 2724-
481). Please call if you have any questions or need additional information. '

Sincerely,

WEIAMARK INT ATIONAL
X /\ VA T/ ‘6
Gary I Sandberg /

Federal Regulatory Project Manager
(847) 330-5379
gary.sandberg@wellmarkint.com

cc: Ms. Kylie Rothwell (Special Review and Reregistration Division)

*Product ingredient source information may be entitled to confidential treatment*
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TRANSMITTAL DOCUMENT

1. NAME AND ADDRESS OF SUBMITTER:"
Wellmark International
1501 East Woodfield Road
Suite 200 West
Schaumburg, Illinois 60173

2. REGULATORY ACTION SUPPORTED BY THIS SUBMISSION:
' Submission of Product Chemistry data in support of the tau-fluvalinate
reregistration. '

3. TRANSMITTAL DATE: June 16, 2005
4. LIST OF DOCUMENTS SUBMITTED:

46573801 Vol. 1. Sinning, D.J. (2005) Physical and Chemical Characteristics of Tau Fluvalinate
Technical: UV/Visible Absorption and Boiling Point. Sponsor: Makhteshim-
Agan of North America, Inc., testing facility: Case Consulting Laboratories, Inc.
Study Number 1820-58. May 19, 2005, 14p.

COMPANY NAME: Wellmark International

COMPANY AGENT: Gary R. Sandberg
Federal Regulatory Project Manager
Wellmark International

1501 East Woodfield Road, Suite 200 West
Schaumburg, Illingis 60173

- AGENT SIGNATURE: %ﬂ? 7, d:  atr: June 16, 2005
; D y,

COMPANY CONTACT: GaryR. Sandberg = PHONE: (847) 330-5379
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"~ Decision Information for 2724-481

Decision Seq. 559746 Action Code: 305,DATA REQUIRED; TECHNICAL ;190 l...] |  Decision Status

FFS Start Date | Tertative Inct [No FFS Original Decision: | = Tracking

OPP Target Due Dt | FFS Sect3 Decision: | s FFS Letters
Negotisted Due Dt: | Start/Stop Clock | FQPA Clock: | } e o

Current Stetus: PENDING (16-Aug-2005)

5= Decision Comments
@ Meetings & Miestones I\:,}FFSMonndim % FFS Negotiated Due Dates | [IE] 0P Target Due Date ]
%M Decision Ownership 52 Receipts = Data Package I & Reduced Risk
Recsipts l Staft Member I Reg/DCI Number lSl.rhmissuen Duye Dll Response
sff80438  [pitt, Dana % =[h724-4s1 [ 24-Dec-2005  PENDING

[Bubmit boiling point and UV/Visible absorption data.

< | 2

Viewing Record 1 of 1

LA - DS SRS | [N N N AT ] P
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S S TRRLE
MEMORANDUM

DATE: & /f0/05

TO: (nm%eg&m;ak Regulatory Manager

- FROM: Information Servi'ces Branch, IRSD

Your‘receipt of this data submission is
not an indication that MRIDs for the
enclosed studies have been posted in

OPPIN.

- We expect that it will be

~ approximately 5 days from the above
date before the study-level data IS

- avallable in OPPIN. |

|f you have any questlons about th|s
process, please contact Maureen Sherrill
(305-5361) or Teresa Downs (305-5363).

Thisisa: P fully accepted submission
O partially accepted submission
O rejected submission

~3559553.wpd
53




oo

e\‘eo sr"s UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON D.C. 20460

4L ppo®
June 17, 2005
: OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES
WELLMARK INTERNATIONAL

1501 E. WOODFIELD ROAD, SUITE 200 WEST
SCHAUMBURG, IL 60173 .

Report of Analysis for Compliance with PR Notic‘e:86-:5-

Thank you for your submittal of 17-JUN-05. Our staff has completed a preliminary
analysis of the material. The results are provxded as follows ‘ ‘

Your submittal was found to be in full compllance w1th the standards for submlss1on of
data contained in PR Notice 86-5. A copy of your blbllography 1S enclosed annotated with
Master Record ID's (MRIDs) assigned to éach document’ submltted ‘Please use these numbers in
all future references to these documents. Thank you for your cooperation. If you have any
questions concerning this data submission, please raise them with the cogmzant Product Manager,

to whom the data have been released.
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- 336502; 2724-481;345,FORMULA CHANG. |
: 330203; 2724-481;300;LABEL REVISION:F.
: 192336; 2724-481;350; GENERAL CORRE ww s
: 192335; 2724-481,345,FORMULA CHANG mm

: 192334; 2724-481;300;LABEL REVISION: |l

: 192333; 2724-481;345;FORMULA CHANG
: 192332; 2724-481;405ADVERSE DATA (6
- 192331; 2724-481;300;LABEL REVISION:A
: 192330; 2724-481;300;LABEL REVISION;
: 192329; 2724-481;300;LABEL REVISION:
: 192328; 2724-481;300;LABEL REVISION;H
: 192327; 2724-481;300;LABEL REVISION;!
: 192326; 2724-481;300;LABEL REVISION#
: 192325; 2724-481;300;LABEL REVISION;H
: 192324; 2724-481;300;LABEL REVISION;

mw Cﬁ (‘; 3 Fast Track?: (‘Yu-r{ﬁh‘
Form A Signed?  Yes  No & None '
FormB Signed?. " Yes ¢ No  None
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\\ RS W Q) :..j - \,\"\Y\.\ G.talocen

- . wellrlnark. Intgrnul.ionul . ~5_” 3-8

Wellmark

April 26, 2005 s
Document Processing Desk TS ‘
Registration Division .....: 2%,
Office of Pesticide Programs (7505C) oot e
US Environmental Protection Agency *e*% Tes
Room 266A, Crystal Mall 2
1801 South Bell Street *enee’
Arlington, VA 22202 . aee

Attention: G. LaRocca

. Subject: Tau-Fluvalinate Technical
EPA Reg. No. 2724-481
I Supporting Data

Dear Mr. LaRocca:

As a follow up to our conversations by e-mail last week, it was agreed that certain product
chemistry studies conducted with PAI and accepted by the Agency can be cited in support of a
new source of active ingredient. Accordingly, Wellmark International is citing 4 studies to
support the recently submitted change of manufacturing source for tau-fluvalinate technical to

I (s studies are currently approved by the Agency:

1. 63-8/830.7860 —Solubility.

. MRID 44694101 Seymour, D. and A.P. Clark (1998) Physical and Chemical
Properties Tests for tau-Fluvalinate. Midwest Research

Institute, Project 4851-01, Wellmark Study 2516, October

7, 1998, 39p.

-EPA correspondence May 21, 2001: Acceptable.

-EPA Guideline Status Report dated April 16, 2003:

Acceprable

2. 63-9/830.7950 - Vapor Pressure.

MRID 44694101 Seymour, D. and A.P. Clark (1998) Physical and Chemical
Properties Tests for tau-Fluvalinate. Midwest Research
Institute, Project 4851-01, Wellmark Study 2516, October
7, 1998, 39p.
-EPA correspondence May 21, 2001: Acceptable.
-EPA Guideline Status Report dated April 16. 2003:
Acceptable.

*Product ingredient source information may be entitled to confidential treatment*
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*Product ingredient source information may be entitled to confidential treatment*

3. 63-10/830.7370 -Dissociation Constant.

MRID 41597201 Apodaca, C. (1990) Determination of the Dissociation
Constant of Fluvalinate. Sandoz Crop Protection Corp.
Project 480603-1,April 30, 1990, 27p.
-EPA correspondence October 11,1995: Acceptable.
-EPA Guideline Status Report dated April 16, 2003:
Acceptable.

4. 63-11/ 830.7550 - Octanol/Water Partition Coefficignt.

MRID 44694101 Seymour, D. and A.P. Clark (1998) Physical and Chemical
Properties Tests for tau-Fluvalinate. Midwest Research
Institute, Project 4851-01, Wellmark Study 2516, October
7, 1998, 39p.
-EPA correspondence May 21, 2001: Acceptable.
-EPA Guideline Status Report dated April 16, 2003
Acceptable.

It was also determined that 2 new studies will be required to support the new [JJjij source.
Preparations to complete these studies have begun and we anticipate they will be completed
before the review process for the new source is completed. I will submit these studies as soon as
they are completed. The studies to be completed are:

S. 63-3 /830.7220 — Boiling Point.
The test substance to be used for this study is the TGAI from the [JJjjjjj source.

6. 830.7050 — UV / Visible Absorption.
Wellmark does not have this study on file to support the current source of tau-fluvalinate.
A new study will be completed with the |||

Please call if you have any questions or need additional information.

Sincerely,

WEILMARK INTERNATIONAL
sy 1\t

Gary R. Sandberg

Federal Regulatory Project Manager
(847) 330-5379
gary.sandberg@wellmarkint.com

cc: Ms. Kylie Rothwell (Special Review and Reregistration Division)
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Welimark International

1501 Easi Woodlield Road, Suite 200 West 485738-.00
Schoumburg, lllinois 60173 :

847 330 5300

www.wellmarkinternational.com

Wellmark

Se—-T{0e 16, 2005

Document Processing Desk
Registration Division

Office of Pesticide Programs (7505C)
US Environmental Protection Agency
Room 266A, Crystal Mall 2

1801 South Bell Street

Arlington, VA 22202

Attention: G. LaRocca

Subject: Tau-Fluvalinate Technical
EPA Reg. No. 2724-481

- Supporting Data
Dear Mr. L.aRocca:

On Aprl 15, 2005, Wellmark submitted an application to the Agency to change the

manufacturing source of tau-fluvalinate to Based on the

acceptability of certain product chemistry studies conducted with PAI and previously found

acceptable by the Agency, I cited four studies to support this change in my letter to you dated
- April 26, 2005. The studies were:

1. 63-8/830.7860 —Solubility. MRID 44694101
2. 63-9/830.7950 - Vapor Pressure. MRID 44694101
3. 63-10/830.7370 -Dissociation Constant. MRID 41597201
4. 63-11/830.7550 - Octanol/Water Partition Coefficient. MRID 44694101
It was also determined at that time that 2 new studies were required to support the new -

source. These studies are submitted in one report with this correspondence:

1. 63-3/830.7220 — Boiling Point.  The test substance used for this study was the
TGAI from the [ source.

2. 830.7050 - UV / Visible Absorption. Wellmark did not have this study on file to
support the previous source of tau-fluvalinate. A new study was completed with the

B PAL

*Product ingredient source information may be entitled to confidential treatment*
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This submission fulfilis all study requirements that were identified to support our application for
approval of a new source of manufacturing for technical Tau-fluvalinate (EPA Reg. No. 2724-
481). Please call if you have any questions or need additional information.

Sincerely,

WELLMARK INTPRNATIONAL

Gary I Sandberg

Federal Regulatory Project Manager
(847) 330-5379
gary.sandberg@wellmarkint.com

cc: Ms. Kylie Rothwell (Special Review and Reregistration Division)

*Product ingredient source information may be entitled to confidential treatment*
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TRANSMITTAL DOCUMENT

1. NAME AND ADDRESS OF SUBMITTER:
Wellmark International ,
1501 East Woodfield Road
Suite 200 West
Schaumburg, llinois 60173

2. REGULATORY ACTION SUPPORTED BY THIS SUBMISSION:
Submission of Product Chemistry data in support of the tau-fluvalinate

reregistration.

3. TRANSMITTAL DATE: June 16, 2005

4. LIST OF DOCUMENTS SUBMITTED:

-46573801 Vol. 1. Sinning, D.J. (2005) Physical and Chemical Characteristics of Tau Fluvalinate

Technical: UV/Visible Absorption and Boiling Point. Sponsor: Makhteshim-
Agan of North America, Inc., testing facility: Case Consuliting Laboratories, Inc.
Study Number 1820-58. May 19, 2005, 14p.

COMPANY NAME: Wellmark International

COMPANY AGENT:

AGENT SIGNATURE:

COMPANY CONTACT:

Gary R. Sandberg

Federal Regulatory Project Manager
Wellmark International

1501 East Woodfield Road, Suite 200 West
Schaumburg, Illingis 60173

24 DATE: June 16, 2005

Gary R. Sandberg ~ PHONE: (847) 330-5379
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By ..Decisions.. m N T obheT g
By D: 356215, 2724-481,R34NON-FAST-TRA =
i i = - .
@ O 336502; zzzm: 3¢5me CHANG | Resubmission”. C Yes & No i
B-[1 D: 330203; 2724-481;300,LABEL Revxs:on: -
B[ D:192336; 2724-481;350, GENERAL CORRE :
B[ 1 D: 192335; 2724-481;345,FORMULA CHANG : i e
B[ ) D: 192334; 2724-481;300;,LABEL REVISION:? | AMM s .
B D 192333; 2724-481;345,FORMULA CHANG Moo o oot Dt "a""'.' ,m‘ Dat . po-Apr-2005
B[ 1 D: 192332; 2724-481;405,ADVERSE DATA (6 | g B
E.a{‘ 1 D: 192331; 2724-481;300;LABEL REVISION. . mw Vﬂ r No Futm - Yes = No
B[ D: 192330; 2724-481;300,LABEL REVISION;?, FormASigned?  Yes C No ' None Date: [ ‘
(1 D: 192329; 2724-481;300;,LABEL REVISION; Sgned? O : o i r—
l.la----{‘ 1 D: 192328; 2724-481;300;,LABEL REVISION; Tmb : OYes Ot Bt
B (1 D: 992327; 2724-481;300;LABEL REVISION® | SRS SN S
B[ 1 D: 192326; 2724-481,300,LABEL REVISION; Euh I_-
T 3 (] * * * " ' iT:
@--("1 D: 192325; 2724-481;300,LABEL REVISION; oo oue o _—
B[ 1 D: 192324; 2724-481;300,LABEL REVISION; Adwin Due DT: l " Response: [p16-Apr2008
BV D: 192323; 2724-481;300;LABEL REVISION; Priority Weight: [ Priority Poirts: | '
B () D:192322; 2724-481;300;,LABEL REVISION, — : ———
; ia : Comments: nt application to change source of manufacturing
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Decision #: 359746

P DATA PACKAGE BEAN SHEET DP #: (321133)

Date: 25-Aug-2005
Page 1 of 2

* * * Registration Information * * *

Registration: 2724-481 - TAU-FLUALINATE TECHNICAL
Company: 2724 - WELLMARK INTERNATIONAL

Risk Manager: RM 03 - Richard Gebken - (703) 305-6701 Room# CM-2 201

Risk Manager Reviewer: Dana Pilitt DPILITT

‘ Sent Date: 17-Jun-2005 Calculated Due Date: 24-Dec-2005 Edited Due Date:

Type of Registration: Product Registration - Section 3

Action Desc: (305) DATA REQUIRED;TECHNICAL,

Ingredients: 109302, Fluvalinate(87.2%)

* * * Data Package Information * * *

Expedite: O Yes @ No Date Sent: 25-Aug-2005 Due Back:

DP Ingredient. 109302, Fluvalinate

DP Title: Boiling point & UV/Visible aborption data

CSF Included: @@ Yes (O No Label Inciuded: @ Yes () No Parent DP #:
Assigned To Date In Date Out
Organization: RD / TRB Last Possible Science Due Date: 27-Jul-2005
Team Name: Science Due Date:
Reviewer Name: Sub Data Package Due Date:

Contractor Name:

* ** Studies Sent for Review * * *

Printed on Page 2

*** Additional Data Package for this Decision * * *

No Additional Data Packages

* * * Data Package Instructions * * *
Please review the attached boiling point and UV/Visible absorption data MRID 46573801 for the changed source material.
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Page 2
Review* **

DP#: (321133)

4657%301 3mnmg,

D. (2005) Physical and Chemical Characteristics of Tau-Fluvalinate Technical: 830.7050/UV/Visible absorption
UV/Visible Absorption and Boiling Point: Final Report. Project Number: 1820/58.

Unpublished study prepared by Case Consulting Laboratories, Inc. 14 p.

Sinning, D. (2005) Physical and Chemical Characteristics of Tau-Fluvalinate Technical: 830.7220/Boiling point/boiling range
UV/Visible Absorpticn and Boiling Point: Final Report. Project Number: 1820/58.

Unpublished study prepared by Case Constulting Laboratories, Inc. 14 p.

45573801
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DP#  (317737) Decision #: 356215

DATA PACKAGE BEAN SHEET
Date: 31-May-2005
Page 1 of 1

* * * Registration Information * * *

Registration: 2724-481 - TAU-FLUALINATE TECHNICAL

Company: 2724 - WELLMARK INTERNATIONAL
Risk Manager: RM 03 - Richard Gebken - (703) 305-6701 Room# CM-2 201
Risk Manager Reviewer: Dana Pilitt DPILITT
Sent Date: Calculated Due Date: 06-Oct-2005 Edited Due Date:

Type of Registration: Product Registration - Section 3
Action Desc: (R34) NON-FAST-TRACK (INCLUDES CHANGES TO PRECAUTIONARY LABEL STATEMEM

Ingredients: 109302, Fluvalinate(87.2%)

. * ** Data Package Information * * *

Expedite: () Yes @ No Date Sent: 31-May-2005 Due Back:
DP Ingredient: 109302, Fluvalinate

DP Title: change amnufacturing source

CSF Included: @ Yes () No Label Included: @ Yes () No Parent DP #:
Assigned To Date In Date Out
Organization: RD / TRB Last Possible Science Due Date: 06-Sep-2005
Team Name:

Science Due Date:

m""“‘: ) Sub-Data Package Due Date:
Name:

*** Studies Sent for Review * * *

*** Additional Data Package for this Decision * * *

* ** Data Package Instructions * * *
Please review the attached amendement to change the source of manufacturing.
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*Pages 67-68 Claimed confidential by submitter*



f

1.

TRANSMITTAL DOCUMENT

NAME AND ADDRESS OF SUBMITTER:

Wellmark International
1501 East Woodfield Road
Suite 200 West
Schaumburg, Illinois 60173

2. REGULATORY ACTION SUPPORTED BY THIS SUBMISSION:

Submission of data to support a change in manufacturing source.

3. TRANSMITTAL DATE: April 15, 2005

(] 4. LIST OF DOCUMENTS SUBMITTED:

46527801

46527802

46527803

' 46527804

Vol. 1.

Vol. 2.

Vol. 3.

Vol. 4.

Everich, R (2005) Tau-Fluvalinate Technical: Group A Product Properties-
Certified Limits. Makhteshim Chemical Works Ltd, MCW Study No. MANA 05-
03, March 28, 2005, 4+6p.

Sinning, D.J. (2005) Physical and Chemical Characteristics of Tau-Fluvalinate
Technical: Color, Physical State, Odor, Oxidation/Reduction, Flammability,
Explodability, pH, Viscosity and Relative Density. Case Consulting Laboratories,
Inc., Study No. 1820-56, March 9, 2005, 12p.

Everich, R. (2005) Tau-Fluvalinate Technical: Group A Product Properties
(Manufacturing and Methods). Makhteshim Chemical Works Ltd, MCW Study
No. MANA 05-02/R-17935, March 28, 2005, 3+119p.

Pisarev, V (2004) Tau-fluvalinate-Quantification of active ingredient and
impurities present at or above 0.1% in technical tau-fluvalinate. Makhteshim
Chemical Works, Ltd, MCW Study No. R-14754, September 14, 2004, 69p.

COMPANY NAME: Wellmark International

COMPANY AGENT: ‘Gary R. Sandberg

Federal Regulatory Project Manager
Wellmark International .

1501 East Woodfield Road, Suite 200 West
, Hlingis 60173

L
_/.

Schaumbur
AGENT SIGNATURE: £ M/ﬂ? DATE: April 15, 2005
H

COMPANY CONTACT: Gary R. Sandberg

ONE: (847) 330-5379
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TAU-FLUVALINATE TECHNICAL

AN INSECTICIDE-ACARICIDE
FOR MANUFACTURING USE ONLY

ACTIVE INGREDIENT:

WARNING

OPEN CONTAINER IN WELL VENTILATED AREA

NET CONTENTS
Lot No.

EPA Reg. No. 2724-481
EPA Est. No.

Tau-fluvalinate (CAS #102851-06-9) .......ooiiiiiiiiii e 93.7%
OTHER INGREDIENTS: ...t 6.3%
TOTAL  100.0%

REFER TO ANALYTICAL LABEL ON THIS DRUM FOR EXACT ANALYSIS OF THIS LOT.

L ]
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PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS

WARNING

May be fatal if swallowed. Causes moderate eye irritation. Avoid contact with skin, eyes, or
clothing. Wash thoroughly with soap and water after handling and before eating, drinking, or
using tobacco. Remove contaminated clothing and wash thoroughly before reuse. Sensitive
persons may temporarily experience an itching, burning sensation, with or without a rash,
following exposure.

FIRST AID
Call a poison control center or doctor immediately for treatment advice.
If swallowed o Call a poison control center or doctor immediately for treatment advice.
e Have person sip a glass of water if able to swallow.
¢ Do not induce vomiting unless told to do so by the poison control center
or doctor.
* Do not give anything by mouth to an unconscious person.
If in eyes e Hold eye open and rinse slowly and gently with water for 15-20 minutes.
e Remove contact lenses, if present, after the first 5 minutes, then continue
rinsing eye.
If on skin or o Take off contaminated clothing.
clothing o Rinse skin immediately with plenty of water for 15-20 minutes.

Have the product container or label with you when calling a poison control center or doctor, or
going for treatment. You may also contact 1-800-248-7763 for emergency medical treatment
information.

[Note: First Aid statement paragraph format may be used if space is limited.]

ENVIRONMENTAL HAZARDS

This product is highly toxic to fish or other aquatic organisms. Do not discharge effluent
containing this product directly into lakes, streams, ponds, estuaries, oceans, or other waters
unless in accordance with the requirements of a National Pollutant Discharge Elimination
System (NPDES) permit and the permitting authority has been notified in writing prior to
discharge. Do not discharge effluent containing this product to sewer systems without
previously notifying the local sewage treatment plant authority. For guidance, contact your
State Water Board or Regional Office of the Environmental Protection Agency.

PHYSICAL AND CHEMICAL HAZARDS
Do not use or store near heat or open flame.

DIRECTIONS FOR USE
Avoid hand - or sleeve-to-face exposure. Only for formulation into an insecticide for the
following use(s): (1) other manufacturing use products, turf, indoor plants (including
greenhouses) and outdoor ornamental plantings and plantscapes, trees, shrubs, flower and
foliage cuttings, containerized nursery stock, and on outside surfaces and around buildings; (2)
uses for which US Environmental Protection Agency has accepted the required data and/or
citations of data that the formulator has submitted in support of registration; and (3) uses for
experimental purposes that are in compliance with US Environmental Protection Agency
requirements.




This product may be used to formulate products for specific uses not listed on the MP label if
the formulator, user group, or grower has complied with US EPA data submmission
requirements regarding support of such uses.

STORAGE AND DISPOSAL

Do not contaminate water, food, or feed by storage or disposal. in case of spill or leak,
ventilate area well, then soak up with soil or other absorbent material.

STORAGE: Store away from direct sunlight or heat. Pesticides must be stored in a secured
area away from other products, food, or feed.

PESTICIDE DISPOSAL: Wastes resulting from the use of tau-fluvalinate technical may be
disposed of on site or at any approved waste disposal facility.

CONTAINER DISPOSAL (Metal): Triple rinse (or equivalent). Then offer for recycling or
reconditioning, or puncture and dispose of in a sanitary landfill, or by other procedures
approved by state and local authorities.

WARRANTY AND CONDITIONS OF SALE

Seller warrants that the chemical composition of this product conforms to the chemical
description on the label.and is reasonably fit for the purpose stated on the label when used in
accordance with directions under normal conditions of use. Seller makes no other warranty,
express or implied, concerning the use of this product other than as indicated on the label.
Buyer assumes all risks of use, storage, or handling of this material not in strict accordance with
directions given on the label.

For information or in case of an emergency, call 1-800-248-7763
Wellmark International

Schaumburg, IL 60173
Made in USA
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Please read instructions on reverse before completing form. Form Approved. OMB No. 2070-0060. Approval expires 2-28-95

a United States - Registration OPP Identifier Number
7 E PA Environmental Protection Agency Amendment
Washington, DC 20460 - Other
Application for Pesticide - Section |
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
Wellmark International/2724-481 George LaRocca
w‘i'zgmpany/Pro&ucl (Narﬁe) oo PM# None D Restricted
Wellmark International/tau-Fluvalinate Technical 13
5. Name and Address of Applicant / Regisirani (Inciude ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(C})(3)
Wellmark International (b)(i), my product is similar or identical in composition and labeling to:
1501 E. Woodfield Rd., Suite 200 W EPA Reg. No. )
Schaumburg, lllinois 60173
Product Name
D Check if this is & new address
_

Section - I
Amendment - Explain below. Final printed labels in response to
Agency letier dated
esubmission in response to Agency letter dated “Me Too" Application
Notification - Explain below. Other - Explain below.

Explanation:  uUse additional page(s) if necessary. (For section | and section II.)

Application to change source of manufacturing. PRIA Fee for Service = R34 Amendment to a Registration. S-monthreview, $3,000.
gary.sandberg@welimarkint.com

Section - lii
1. Material This Product Will be Packaged In:
Child-Resistant Packaging Unit Packaging Water Soluble Packagin 2. Type of Container
. Yes Yes Yes X _| Metal
X | No No Plastic
No . Glass
If "Yes Unit No. per If “Yes Unit No. per Paper
‘e onrtification must be Packaging wgt. container Packaging wgt. container Other (Specify)
itted | ‘
3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Labe! Directions
X | Label Container 245 kg./ 540 Ibs.. ’ X_| On Label
D ! 9 On Label Accompanying Product
6. Manner in Which Label is Affixed to Product Lithograph i D Other
X |} Paper glued
Stenciled
Section -1V
1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this application.)
Name Title Telephone No. (Include Area Cade)
Gary R. Sandberg Federal Regulatory Project Manager (847) 330-5379
Certification 6. Date Application
Received™ = - -

1 certify that the statements | have made on this form and all attachments thereto are true, accurate and complete. | -
acknowledge that any knowingly false or misleading statements my be punishable by fine or imprisonment or both '(-Sia.mped)
under ayplicable law. . DI

- 3. Title

2. Signature o -
X Z% Federal Regulatory Project Manager - } - I
ol K andhely | TRy FeRsitianeer DT
/ 7 R
4. Typed Name . 5. Date R ) L
Gary R. Sandberg 15 April, 2005 - L.
EPA Form 8570-1 (Rev. 3-94) Previous editions are obsolete. White - EPA File Copy (original) ~ - ~vellow - Applicant copy
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Form Approved OMB Nos. 2070-0060; 2070-0057,

ﬂ‘”‘
io 3 UNITED STATES ENVRRONMENTAL PROTECTDN AGENCY 2070-0107; 2070-0122; 2070-0164
‘\_‘/ 1200 Pennsylvanin Avenue , N W .

WASHNGTON,D C. 20460

papemwork Reduction ActNotice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, Collection Strategies Division (2822T), U.S. Environmental Protection Agency, 1200 Pennsylvania Avenue, N.W., Washington, DC 20460.
Do not send the form to this address.

DATA MATRX

pate 15 Aprill, 2005 EPA Reg No./File Symbol 2724-481 Page 1 of 1
Applicant's/Registrant's Name & Address Wellmark International, 1501 E. Woodfield Rd., Suite 200 W, Product Tay-fluvalinate Technical
Schaumburg, iLL 60173
Ingredient Tau-fluvalinate
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
830.1550 Product ldentity and Composition Wellmark International PER
830.1600 Description of materials used to produce Wellmark international PER
830.1620 Description of productin process Welimark International PER
830.1670 Discussion of formation of impurities Welimark International PER
830.1700 Preliminary analysis Wellmark international PER
830.1750 Certificate of analysis (CSF) Wellmark International PER
830.1800 Enforcement analytical method Wellmark International PER
830.6302 Color Wellmark International PER
830.6303 Physical state Wellmark International PER
830.6304 Odor Wellmark International PER
830.6314 Oxidation / Reduction Wellmark International PER
830.6315 Flammability Welimark International PER
830.6316 Explodeability Wellmark International PER
830.7000 pH Wellmark International PER
830.71 00/7SOOA /)/iscosity / Bulk density Wellmark International PER
Signature @M / Name and Tite Gary R. Sandberg, Federal Regulatory| Date
)J//Lﬂ 7 ,Z.%J @/7 Project Manager 15 April, 2005

EPA Form 8570-35 (12-2003) Electronic andJ?_aJer versions available. Submit only Paper version. Agency htemalUse Copy
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Form Approved OMB Nos. 2070-0060; 2070-0057; 2070-0107; 2070-0122; 2070-0164

o UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
{ﬁf%i 1200 Pennsylvania Avenue, N.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average .25 hours per response for registration
and 0.25 hours per sesponse tor reregisiration and special review activities, including time for reading the instructions and completing the necessary forms. Send
comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, Collection
Strategies Division (2822T), U.S. Environmental Protection Agency, 1200 Pennsylvania Avenue, N.W.. Washington, DC 20460. Do not send the completed form

10 this address.

Certification with Respect to Citation of Data

Applicant's/Registrant's Name, Address, and Telephone Number EPA Regislration Number/File Symbol

Wellmark Internationai, 1501 E. Woodfield Rd., Schaumburg, IL 60173 2724-481
Active Inaredient(s) and/or representative test compound(s) Date
Tau-fluvalinate Technical 15 April, 2005
General Use Pattemn(s) (list all those claimed for this product using 40 CFR Part 158) Product Name

Turf, indoor plants, greenhouses, outdoor ornamental, plantscapes, nursery stock, apiary. Tau-fluvalinate Technical

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not need to
submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570-27).

| am responding to a Data-Call-In Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form should
D be used for this purpose).

SECTION I: METHOD OF DATA SUPPORT (Check one method only)

| am using the selective method of support (or cite-all option
under the selective method), and have included with this form a

_ completed list of data requirements (the Data Matrix form must be
used).

a list of companies sent offers of compensation (the Data Matrix form

! am using the cite-all method of support, and have included with this form
L] %
should be used for this purpose).

SECTION Il: GENERAL OFFER TO PAY

{Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements)

D | hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA.

SECTION fil: CERTIFICATION

I certify that this application for registration, this form for reregistration, or this Data-Call-in response is supported by all data submitted or cited in the
application for registration. the form for reregistration, or the Data-Call-In response. In addition, if the cite-all option or cite-all option under the selective method is
indicated in Section |, this application is supported by all data in the Agency's files that (1) concern the properties or effects of this product or an identical or
substantially similar product, or one or more of the ingredients in this product; and (2) is a type of data that would be required to be submitted under the data
requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or similar composition and

uses .

| certify that for each exclusive use study cited in support of this registration or reregistration, that ! am the original data submitter or that | have obtained
the written permission of the original data submitter to cite that study.

| certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) | am the original data
submitter; (b) | have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of eligibility for
compensation have expired for the study; (d) the study is in the public literature; or () | have notified in writing the company that submitted the study and have
offered (1) to pay compensation to the extent required by sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA; and (i) to commence negotiations to determine the
amount and terms of compensation, if any, to be paid for the use of the study.

| certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their-delivery.in
accordance with sections 3(c)(1)(F) and/or 3(c){2)(B) of FIFRA are available and will be submitted to the Agency upon request. Should | fail to produce such
evidence to the Agency upon request, | understand that the Agency may initiate action to deny, cancel or suspend the registration of my product in sortMity with

FIFRA. -

! certify that the statements | have made on this form and all attachments to it are true, accurate, and complete. | acknowledge that any ~
knowmgly false or misleading statemenyymay be punishable by fine or imprisonment or both under applicable law.  -_ ..~

/“\

Signature Date Typed or Printed Name and Title ™ _ _ ™ _

9 4 /Z 72[%517 15 April, 2005 Gary R. Sandberg, Regul. Project Mzaager

EPA Form 8570-34 (12-2003) Electronic and Paper ¥ersions available. Submit only Paper version. -



Form Approved OMB Nos. 2070-0060; 2070-0057;

iﬁ'% UNITED STATES ENVRONMENTAL PROTECTDN AGENCY 2070-0107; 2070-0122; 2070-0164
&».‘_,ﬂ«‘f 1200 Pennsy¥ania Avenue,N W .

WASHNGTON,D C . 20460

Paperwork Reduction ActNotice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, Collection Strategies Division (2822T), U.S. Environmental Protection Agency, 1200 Pennsylvania Avenue, N.W., Washington, DC 20460.
Do not send the form to this address.

DATA MATRX

Date 15 April, 2005 EPA Reg No./File Symbol 2724-481 Page1 of 1

Applicant's/Registrant’s Name & Address \Wellmark International, 1501 E. Woodfield Rd. Suite 200 W, Product 1., fluvalinate Technical
Schaumburg, IL 60173

ingredient Tau-fluvalinate

Submitter Status Note

ellmark International PER

Wellmark International PER

ellmark International PER

ellmark International PER

Wellmark International PER

elimark International PER

ellmark International PER

elimark International PER

ellmark International PER

Wellmark International PER

Wellmark International

ellmark International PER

ellmark International PER

elimark International PER

Wellmark International PER

Name and Titte Gary R. Sandberg, Federal Regulatory| pate
Project Manager 15 April, 2005

iy & oy

EPA Form 8570-35 (12-2003) Electronic agdﬁper versions available. Submit only Paper version. Public File copy
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3. TRANSMITTAL DATE: April 15, 2005

4. LIST OF DOCUMENTS SUBMITTED:

Vol. 1. Everich, R (2005) Tau-Fluvalinate Technical: Group A PHroduct Properties-
Certified Limits. Makhteshim Chemical Works Ltd, MCW Study No. MANA 05-

03, March 28, 2005, 4+6p.

Vol. 2. Sinning, D.J. (2005) Physical and Chemical Characteristics of Tau-Fluvalinate
Flammability,
Explodability, pH, Viscosity and Relative Density. Case Consulting Laboratories,

Technical: Color, Physical State, Odor, Oxidation/Reduction,

Inc., Study No. 1820-56, March 9, 2005, 12p.

Vol. 3. Everich, R. (2005) Tau-Fluvalinate Technical: Group A Product Properties
(Manufacturing and Methods). Makhteshim Chemical Workg Ltd,

No. MANA 05-02/R-17935, March 28, 2005, 3+119p.

Vol. 4. Pisarev, V (2004) Tau-fluvalinate-Quantification of actiye ingredient and

impurities present at or above 0.1% in technical tau-fluvalinate. Makhteshim
Chemical Works, Ltd, MCW Study No. R-14754, September 14, 2004, 69p.
COMPANY NAME: Wellmark International
COMPANY AGENT: Gary R. Sandberg
Federal Regulatory Project Manager
Wellmark International
1501 East Woodfield Road, Suite 200 West
Schaumburg, Illingis 60173
AGENT SIGNATURE: 4 ////4'////, DATE: Agril 15, 2005
)
COMPANY CONTACT: GaryR. Sandberg  PHONE: (847) 33045379
3

TRANSMITTAL DOCUMENT
1. NAME AND ADDRESS OF SUBMITTER: ceee
Wellmark International venene soce
1501 East Woodfield Road R
Suite 200 West seseee A
Schaumburg, [llinois 60173 o LI
2. REGULATORY ACTION SUPPORTED BY THIS SUBMISSION: e
Submission of data to support a change in manufacturing sourc¢.  “eese®

79
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.\,x\“ED sr"’s&. UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
g’ 2 WASHINGTON, D.C. 20460 qu
EAN\v/74. fal5
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AU prOTE
April 20,2005
OFFICE OF

PREVENTION, PESTICIDES AND

TOXIC SUBSTANCES
PLEASE RETURN A COPY OF THIS LETTER WITH PAYMENT

OPP Decision Number: D-356215

EPA File Symbol or Registration Number: 2724-481
Product Name: TAU-FLUALINATE TECHNICAL
EPA Receipt Date: 18-Apr-2005

EPA Company Number: 2724

Company Name: WELLMARK INTERNATIONAL

GARY R. SANDBERG

WELLMARK INTERNATIONAL

1501 E. WOODFIELD ROAD, SUITE 200 WEST
SCHAUMBURG, IL 60173

SUBJECT: Receipt of Amendment Subject to Registration Service Fee
Dear Registrant:

The Office of Pesticide Programs has received your application for Amendment. If you
submitted data with this application, the results of the PRN-86-5 screen will be communicated
separately. During the administrative screen, the Office of Pesticide Programs has determined
that this Action is subject to a Pesticide Registration Service Fee as defined in the Pesticide
Registration Improvement Act.

The Action has been identified as Action Code: R34

NON-FAST-TRACK (INCLUDES CHANGES TO PRECAUTIONARY LABEL
STATEMENTS;SOURCE CHANGES TO AN UNREGISTERED SOURCE);

Please remit payment in the amount of: $§ 3,000 to:

By USPS:

USEPA Washington Finance Center
Pesticide Registration Service Fee
PO Box 360277

Pittsburgh, PA 15251
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By Courier:

U.S. EPA Washington Finance Center
Pesticide Registration Service Fee
C/O Mellon Client Service Center
500 Ross Street, Room 670

Box 360277

Pittsburgh, PA 15251-6277

Attn: EPA Module Supervisor
Telephone: (412) 236-2294

All payments must be in United States currency by check, bank draft, or money order drawn
to the order of the Environmental Protection Agency. To ensure proper credit, please write the
OPP DECISION NUMBER on your check, and enclose a copy of this letter with your payment.

You may be eligible for a full or partial waiver of the registration service fee if, for example,
you qualify as a small business or are applying for a minor use, or if your application is soley
associated with an IR-4 tolerance petition. Please be advised that if you intend to request a
waiver, you must do so in writing within 15 days of receipt of this invoice instead of remitting
the amount indicated above. OPP will not consider waiver requests after the registration service
fee has been paid. Information regarding eligibility and how th request and document a fee
waiver is available on the OPP Fee for Service web site at www.epa.gov/pesticides/fees.

Please send Registration Service Fee Waiver requests to:

By USPS: By Courier:

Document Processing Desk (WAIVER) Document Processing Desk (WAIVER)
Office of Pesticide Programs (7504C) Office of Pesticide Programs (7504C)
U.S. Environmental Protection Agency U.S. Environmental Protection Agency
1200 Pennsylvania Ave NW Room 266A, Crystal Mall #2
Washington, DC 20460 1801 S. Bell St.

Arlington, VA 22202

If you have any questions, please contact the Pesticide Registration Service Fee Ombudsman,
at (703) 305-6249.

Sincerely,

Front End Processing Staff
Information Resources and Services Division
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Sg’ o, > % UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
: ¢ |
%o ) S WASHINGTON, D.C. 20460
2, PRO“"OI\
OFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES
AFR ¢ g
Nancy Huebl
Regulatory Specialist
Wellmark International
1100 East Woodfield Road, Suite 500
Schaumburg, IL 60173
Subject: Product Chemistry Review for Storage Stability and Corrosion Characteristics

Tau-Fluvalinate Technical
EPA Registration No. 2724-481
Your submission dated October 31, 2003

Dear Ms. Huebl:

The Agency has reviewed the submitted study (MRID 46109301) and has determined that
it satisfies the data requirements for storage stability (830-6317) and corrosion characteristics

(830-6320)chnical. If you have any questions, please call Dr. William Sproat of my team at 703-
308-8587. :

George’T. LaRocca
Product Manager 13
Insecticide Branch

Registration Division (7505C)

Enclosure
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DATE OUT:_08 Mar 2004

SUBJECT: EP [ ] MP [x] PRODUCT CHEMISTRY REVIEW
DP BARCODE No.:_D298105
REG./File Symbol No.:_2724-481
PRODUCT NAME: tau-Fluvalinate Technical
COMPANY: Wellmark International
FOOD USE: [ ] PC CODE:_109302
Decision No. _336502 Integrated Formulation [x]

TO: RM #03, Marion Johnson/William Sproat
Insecticide Branch
Registration Division (7505C)

FROM: Bruce F. Kitchens, Chemist 7{5 .;Zﬁ%:;z%27gb>
Technical Review Branch 5$/ _
. Registration Division (7505C) %7’7‘% e §%mw\
INTRODUCTION :

The registrant, Wellmark International, is submitting product
chemistry data to support the registered manufacturing use product,
tau-Fluvalinate Technical. The active ingredient in this product
is tau-Fluvalinate at a label nominal concentration of 87.2% a.i.
This product is intended for use in the manufacture of insecticide
end-use products. With this package, the registrant is submitting
product chemistry data contained in MRID# 461093-01 to satisfy the
data requirements for storage stability (830-6317) and corrosion
characteristics (830-6320). The Technical Review Branch (TRB) has
been asked to review this submission.

SUMMARY OF FINDINGS:

TRB has reviewed this submission and reports the following
findings:

1. The registrant has submitted the following study

entitled:

Wilkins, F.C., Storage Stability of tau-Fluvalinate
Technical, Wellmark International, Project ID# N100,
Study No. 2495.

2 The testing facility for this study was Wellmark
International - Dallas Facility of Dallas, TX.
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The registrant indicates that the study was conducted in
compliance with Good Laboratory Practice (GLP) Standards
as set forth in 40 CFR Part 160. This study was audited
by the Quality Assurance Unit (QAU)of Wellmark
International. The QAU of Wellmark did not describe the
audited activity.

A brief description of the study follows:

This study was intended to determine the chemical and
physical stability of aged tau-Fluvalinate Technical
after storage at ambient warehouse storage conditions.
The test system consisted of aged tau-Fluvalinate
Technical and its commercial packaging, a closed head
steel drum. Test samples were taken from the original
container from lots that were stored at least one year or
longer at ambient conditions. These lots were identified
as Lot ID# 56512870, 56512970, B6712770, and B6813170.
Lot ID# 56512870, 56512970, and B6712770 were analyzed
after 16 months. Lot ID# B6813170 was analyzed after 21

months. Since there are no time zero samples, the
registrant 1is using the label claim as the reference
concentration (87.2% tau-Fluvalinate). The age of the

samples will be calculated from the date of manufacture
to the date of sampling. Active ingredient concentration
was presented as a percent of the label claim. Samples
were analyzed in replicate to control experimental bias.
Samples were analyzed by High Pressure Liquid
Chromatography (HPLC) under the following chromatographic
conditions:

Instrument - Hewlett-Packard 1090 HPLC equipped with
heated column compartment, automatic
sampler and injector

Column - Hewlett-Packard Hypersil ODS 5um column,
200 x 4.6 mm

Oven Temp - 40°C

Detector - uv Variable wavelength-diode array
detector

Wavelength - 254 nm

Inject. Volume - 10 ul

Flow Rate - 1.8 ml/min

Mobile Phase - Acetonitrile/Water 90:10 (degas with
Helium)
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DP# ,3298105) Decision #: 336502
1 %

DATA PACKAGE BEAN SHEET

Date: 21-Jan-2004
Page 1 of 1

* % k

* * * Registration Information

Registration: 2724-481 - TAU-FLUALINATE TECHNICAL

Company: 2724 - WELLMARK INTERNATIONAL

Risk Manager: RM 03 - Marion Johnson - (703) 305-6788 Room# CM-2 219

Risk Manager Reviewer: William Sproat WSPROAT

Sent Date: 04-Nov-2003 Calculated Due Date; 29-Jan-2004 Edited Due Date:

Type of Registration: Product Registration - Section 3

Action Desc: (345) FORMULA CHANGE; TECHNICAL;

Ingredients: 109302, Fluvalinate(87.2%)

*** Data Package Information * * *

Expedite: Q Yes @ No Date Sent: 21-Jan-2004 Due Back:

DP Ingredient: 109302, Fluvalinate

DP Title: storage stability data

CSF Included: (") Yes @ No Label Included: (7) Yes @ No Parent DP #:
Assigned To Date In Date Out
Organization: RD / TRB Administrative Due Date: 06-Mar-2004
Team Name: Negotiated Due Date:
‘iewer Name: Projected Completion Date:

Contractor Name:

* * * Studies Sent for Review * * *

No Studies

* ** Additional Data Package for this Decision * * *

No Additional Data Packages

*** Data Package Instructions * * *
Please review the attached study, MRID 46109301, for storage stability, for EPA Reg No. 2724-481.
Thanks

Bill Sproat
308-8587
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Explore Registrations
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D: 192333, 2724-481,345,FORMULA CHA
D:

o:

D:

D:

192331, 2724-481,300,LABEL REVISION;

192330; 2724-481,300;LABEL R. /

192329, 2724-481,300;LABEL REVISION;
D: 192328; 2724-481,300;LABEL REVISION;
D: 192327, 2724-481,300;LABEL R ON
(] D: 192326; 2724-481;300,LABEL R

Py »
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330203; 2724-481,300;LABEL REVISION;,

192335; 2724-481,345,FORMULA CHANG

192332, 2724-481,405;,ADVERSE DATA (6
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~, Wellmark International
A3 1100 East Woodlield Road, Suite 500
Schaumburg, lllinois 60173

847 330 5300 | ' )
- 461093-00

e

Wellmark

~~ Qctober 29, 2003 : sasels
Document Processing Desk FRR .
Registration Division ceenen  ® e .
Office of Pesticide Programs (H7504C) Wt .
US Environmental Protection Agency segee, Wt
Room 266A, Crystal Mall 2 | Teeee .
1921 Jefferson Davis Highway -
Arlington, VA 22202 4 e

Attention:  W. Sproat

Subject: Tau-fluvalinate Technical
EPA Reg. No. 2724-481
Storage Stability Study data requirement

Dear Dr. Sproat:

In anticipation of the Reregistration of Tau-fluvalinate, I am submitting the following
information to insure that all Product Chemistry data requirements are addressed for this
active ingredient. A copy of this correspondence has been sent to the Special Review
and Reregistration Division for their records.

In the most recent OPP Guideline Status Report dated 04/16/03 for Tau-fluvalinate, the
: following data requirements were shown as unresolved. This correspondence is
‘ submitted to address those requirements:

63-15 / 830.6315 —Flammability.
Not required for TGAI (OPPTS 830.1000 Background for Product Properties Test

Guidelines).

63-16 / 830.6316 — Explodability.
Not required for TGAI (OPPTS 830.1000 Background for Product Properties Test

- Guidelines).

63-17 / 830.6317 Storage Stability (shelf life)
Required.- Three copies of the enclosed study with Transmittal Document are

submitted to meet this data requirement.

1 89




63-18 /830.7100 — Viscosity.
Not required for TGAI (OPPTS 830.1000 Background for Product Properties Test

Guidelines).

63-19/830.6319 — Miscibility. -
Not required for TGAI (OPPTS 830.1000 Background for Product Properties Test >, -
Guidelines). A °

63-20 / 830.6320 - Corrosion Characteristics. PRy
Not required for TGAI (OPPTS 830.1000 Background for Product Propemes Test : vt

Guidelines). LR )

63-21 / 830.6321 - Dielectric breakdown voltage. .
Not required for TGAI (OPPTS 830.1000 Background for Product Properties Test > =«

Guidelines).

830.7050 - UV / Visible absorption,
Waiver requested. Photo degradation studies have been submitted to the Agency or

waivers granted for the following guideline requirements. MRID references by guideline

are:
161-2, Photo degradation in Water — MRID 41597305, 45769203, 45769201 and
41597306.
161-3, Photo degradation on Soil — MRID 41597307, 45769201, 41597308 and
00083757.

161-4, Photo degradation in Air. Waiver granted by Agency.

The stability of Tau-fluvalinate under various light conditions has been well documented.

Please call if you have any questions or need additional information.

Sincerely,
WELBMARK;ERNATIONAL

A7 Yy lé,&

{4 .
GaryBjSaildberg
Federal Regulatory Project Manager
(847) 330-5379
gary.sandberg@wellmarkint.com

cc: K. Rothwell (SRRD)
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TRANSMITTAL DOCUMENT

1. NAME AND ADDRESS OF SUBMITTER:

Wellmark International sea .
1100 East Woodfield Road o >

Suite 500 o
Schaumburg, Illinois 60173 C

2. REGULATORY ACTION SUPPORTED BY THIS SUBMISSION: oL
Submission of Study to support Reregistration of Tau-fluvalinate. :

‘ 3. TRANSMITTAL DATE:
October 29, 2003

4. LIST OF DOCUMENTS SUBMITTED:

46109301 Vol 1. Wilkins, FC (1998) Storage Stability of tau-Fluvalinate Technical (EPA Reg. No.
2724-481). Wellmark International Study 2495, November 11, 1998, 28p.

COMPANY NAME:
Wellmark International

COMPANY AGENT:
Gary R. Sandberg
‘ Federal Regulatory Project Manager
Wellmark International
1100 East Woodfield Road, Suige 500

Schaumburg, Illinois 60173

)i DATE: October 29, 2003

AGENT SIGNATURE: 14
_/

COMPANY CONTACT: .Gary R. Sandberg PHONE: (847) 330-5379
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DATE: _lls 8 /o=

1B Raits éé\??g)k‘t’(fl&) ,RegulatoryManager

FROM: Information Services Branch, | RSD

PO P
R T i el

® Your receipt of this data submission is

ot an indication that MRIDs for the
enclosed studies have been posted in

We expect that it will be approximately
o weeks from the above date before the
study-level data is available in OPPIN.

If you have any questions about this
process, please contact Maureen Sherrill
(305-5361) or Teresa Downs (305-5363).

wr. 1

Thisis 2 ® fully accepted submission
O partially accepted submission
T reiected submission
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- _ka“w Sr,q,.%' UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
¢ WASHINGTON, D.C. 20460
NZ

Mt prote®

““Ouuwg

e$
# agenct

November 19, 2003
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES
WELLMARK INTERNATIONAL
1100 EAST WOODFIELD ROAD, SUITE 500

SCHAUMBURG, IL 60173

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your submittal of 31-OCT-03. Our staff has completed a preliminary
analysis of the material. The results are provided as follows:

Your submittal was found to be in full compliance with the standards for submission of
. data contained in PR Notice 86-5. A copy of your bibliography is enclosed, annotated with
Master Record ID's (MRIDs) assigned to each document submitted. Please use these numbers in
all future references to these documents. Thank you for your cooperation. If you have any
questions concerning this data submission, please raise them with the cognizant Product Manager,
to whom the data have been released.
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Pléess Read All Instructions Before Completing this Form {Form must be typed) Form Approved. OME No. 2070-0044. Approval Expires 1-31-96

United States A4 .r’
o Environmental Protection Agency 7 o i
Em Office of Pesticide Programs (7505C) £ A 2\
w Washington, DC 20460

Notice of Supplemental Distribution of a Registered Pesticide Product

Instructions

After a registrant has obtained final registration for the basic product, the registrant may then supplementally
distribute his/her product. One form must be submitted for each distributor product and must be signed by the
distributor involved. The basic registration number and the distributor company number must be shown.

If a registrant has a potential distributor who does not have a company number assigned, she/he should have the
distributor apply, on letterhead stationery, to the Registration Division to have a number assigned prior to submitting
this form to the agency.

This Notice of Supplemental Distribution must be submitted by the basic registrant. The completed form must have
the concurrence and signature of both the registrant and the distributor.

EPA Registration Number of Product Distributor Company Number
2724-481 74054

Note: Do not submit distributor product labels

Name of Registered Produoct (basic product name eccepted by EPA) Distributor Product Name
Tau Fluvalinate Technical Tau Fluvalinate Technical

Name and Address of Distributor (Type; include ZiP code)
Irvita Plant Protection N.V.
clo MANA, Inc.
551 Fifth Avenue, Suite 1100
New York, NY 10176

Read Alf Conditions Before Signing

1. The distributor product must have the same composition as the basic product.

2. The distributor product must be manufactured and packaged by the same person who manufactures and packages
the registered basic product.

3. The labeling for the distributor product must bear the same claims as the basic product, provided, however, that
specific claims may be deleted if by doing so, no other changes to the label are necessary.

4. The product must remain in the manufacturer's unbroken container.

‘. The label must bear the EPA registration number of the basic product, followed by a hyphen and the distributor's

company number.

6. Distributor product labels must bear the name and address of the distributor qualified by such terms as "packed
for...","distributed by..."; or "sold by..." to show that the name is not that of the manufacturer.

7. All conditions of the basic registration apply equally to distributor products. It is the rasponsibility of the basic
registrant to see that all distributor labeling is kept in compliance with requirements placed on the basic product.

Distributor
We intend to marke! our product under the Distributor Product Name specified above, subject to the conditions specified on this Notice.

Signature and Title of Distributor Dats
(XXX L)
| ¥ 4 i ]

Registrant ; »....
ugmmzmdmﬁmrwmwmwwnmmdwmmmmwmmmrmmwmuﬂ:aﬁdmmh
Notice, caners

ey *. ..t
Siwmt-lmﬂﬂom Datte » » i
. % L]
7')&443 /0/7[43"“.
= — .
EPA Form 8570-5 (Rev. 8-94) Previous ¥ditions are obdolete. “esar i * White - EPA
...t..
(X2 1]
L[] L]
A e . .
as a0
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

OFFICE OF
PREVENTION, PESTICIDES
JAN 13 2004 AND TOXIC SUBSTANCES
Nancy Huebl
Regulatory Specialist

Wellmark International
1100 East Woodfield Road, Suite 500
Schaumburg, IL 60173

Subject: Amendment - Revised First Aid and Disposal Statements
Tau-Fluvalinate Technical
EPA Registration No. 2724-481
Your submission dated July 14, 2003

Dear Ms. Huebl:

The labeling referred to above, submitted in connection with registration under the
Federal Insecticide, Fungicide and Rodenticide Act (FIFRA), as amended, is acceptable, subject
to the comments listed below.

1. Under the “Precautionary Statements™ section, please revise the statement “ Wash
thoroughly with soap and water after handling and before eating or smoking” to read “
Wash thoroughly with soap and water after handling and before eating, drinking or using
tobacco.”

™

Move the statement “Avoid hand- or sleeve-to-face exposure” to the “Directions for Use”
section of your label.

3. Delete the statement “This product may not...from Wellmark International” from the
Directions for Use section. The Agency will not allow statements on labels that we have
not determined to be necessary restrictions. And, we will not allow restrictions on labels
that we would not enforce. The Agency will also not allow restrictions on the label that
may be interpreted to restrain trade (anti-trust laws). Finally, authorization to use data
(which this is analogous to) is only required when the data are exclusive use studies.

A stamped copy of the label has been enclosed for your records. If you have any
questions, please call Dr. William Sproat of my team at 703-308-8587.

eorge T. LaRocca
Product Manager 13
Insecticide Branch
Registration Division (7505C)
Enclosure
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TAU-FLUVALINATE TECHNICAL

AN INSECTICIDE-ACARICIDE
FOR MANUFACTURING USE ONLY

ACTIVE INGREDIENT:
Tau-fluvalinate (CAS #102851-06-9).......ccccervvuviiiriiiiniiiiiir s SRR 87.2%
OTHER INGREDIENTS: .......ooiiiiiiiiiit et 12.8%

TOTAL  100.0%

WARNING

. OPEN CONTAINER IN WELL VENTILATED AREA
REFER TO ANALYTICAL LABEL ON THIS DRUM FOR EXACT ANALYSIS OF THIS LOT.

NET CONTENTS
Lot No.

EPA Reg. No. 2724-481
EPA Est. No.

ACCEPTED

with COMBIENTS

in EPA Letier Daied
ZJAN 13004
Under the Federal Insecticide,
Fungicide, and Nedentivide 4
as amended, {or the p de
registered under EPA Rey RNe

PP XYY YYa
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PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS

WARNING

May be fatal if swallowed. Causes moderate eye irritation. Avoid contact with skin, eyes, or
clothing. Wash thoroughly with soap and water after handling and before eating or smoking.
Remove contaminated clothing and wash thoroughly before reuse. Sensitive persons may
temporarily experience an itching, burning sensation, with or without a rash, following exposure.
Avoid hand- or sleeve-to-face exposure.

FIRST AID

Call a poison control center or doctor immediately for treatment advice.

If swallowed e Call a poison control center or doctor immediately for treatment advice.

e Have person sip a glass of water if able to swallow.

¢ Do not induce vomiting unless told to do so by the poison control center
or doctor.
Do not give anything by mouth to an unconscious person.

If in eyes ¢ Hold eye open and rinse slowly and gently with water for 15-20 minutes.
Remove contact lenses, if present, after the first 5 minutes, then continue
rinsing eye.

If on skin or o Take off contaminated clothing.

clothing e Rinse skin immediately with plenty of water for 15-20 minutes.

Have the product container or label with you when calling a poison control center or doctor, or

going for treatment. You may also contact 1-800-248-7763 for emergency medical treatment

information.

[Note: First Aid statement paragraph format may be used if space is limited.]

ENVIRONMENTAL HAZARDS

This product is highly toxic to fish or other aquatic organisms. Do not discharge effluent
containing this product directly into lakes, streams, ponds, estuaries, oceans, or other waters
uniess in accordance with the requirements of a National Pollutant Discharge Elimination
System (NPDES) permit and the permitting authority has been notified in writing prior to
discharge. Do not discharge effluent containing this product to sewer systems without
previously notifying the local sewage treatment plant authority. For guidance, contact your
State Water Board or Regional Office of the Environmental Protection Agency.

PHYSICAL AND CHEMICAL HAZARDS
Do not use or store near heat or open flame.

DIRECTIONS FOR USE

Only for formulation into an insecticide for the following use(s): (1) other manufacturing use
products, turf, indoor plants (including greenhouses) and outdoor ornamental plantings and
plantscapes, trees, shrubs, flower and foliage cuttings, containerized nursery stock, and on
outside surfaces and around buildings; (2) uses for which US Environmental Protection Agency
has accepted the required data and/or citations of data that the formulator has submitted in
support of registration; and (3) uses for experimental purposes that are in compliance with US
Environmental Protection Agency requirements.
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This product may be used to formulate products for specific uses not listed on the MP label if
the formulator, user group, or grower has complied with US EPA data submmission
requirements regarding support of such uses.

This product may not be used or referenced as a source of ingredient in the formulation,
manufacture, or registration of any products without prior written authorization from Wellmark
international.

STORAGE AND DISPOSAL

Do not contaminate water, food, or feed by storage or disposal. In case of spill or leak,
ventilate area well, then soak up with soil or other absorbent material.

STORAGE: Store away from direct sunlight or heat. Pesticides must be stored in a secured
area away from other products, food, or feed.

PESTICIDE DISPOSAL: Wastes resulting from the use of tau-fluvalinate technical may be
disposed of on site or at any approved waste disposal facility.

CONTAINER DISPOSAL (Metal): Triple rinse (or equivalent). Then offer for recycling or
reconditioning, or puncture and dispose of in a sanitary landfill, or by other procedures
approved by state and local authorities.

WARRANTY AND CONDITIONS OF SALE

Seller warrants that the chemical composition of this product conforms to the chemical
description on the label and is reasonably fit for the purpose stated on the label when used in
accordance with directions under normal conditions of use. Seller makes no other warranty,
.express or implied, concerning the use of this product other than as indicated on the label.
Buyer assumes all risks of use, storage, or handling of this material not in strict accordance with
directions given on the label.

For information or in case of an emergency, call 1-800-248-7763
Wellmark International

Schaumburg, IL 60173
Made in USA
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Wellmark International
1100 East Woodlield Road, Suite 500 /-Q/
Schaumburg, lllincis 60173 7 ! 23
847 330 5300

Wellmark

July 14, 2003

Document Processing Desk (AMEND)
Office of Pesticide Programs 7504C
U.S. Environmental Protection Agency
Room 266A Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, Virginia 22202

| ATTENTION: Dr. William Sproat, Team 13

SUBJECT: REVISED LABEL AMENDMENT PER PRN 2001-1 (FIRST AID)
FOR TAU-FLUVALINATE TECHNICAL/EPA REG. NO. 2724-481

. Dear Dr. Sproat:
Enclosed is a completed EPA Form 8570-1 and 5 copies of revised labeling for the above product per
PRN 2001-1 (First Aid). | have also included one highlighted label to indicate where changes were
made. The First Aid was revised based on suggested text from the PR Notice.

| If you have any questions please, call me directly at 847-330-5376. Thank you for your assistance in
l this matter.

Yours sincerely,
| WELLMARK INTERNATIONAL

: ey Hucid

. Regulatory Specialist

enclosure

cc: G. Sandberg/C. Elmi/J. Richardson
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REGULATORY LABEL DATA SHEET

File Name: Amend first aid 403 Data Sheet Date: April 2003

Product: TAU-FLUVALINATE EPA Reg #: 2724-481
TECHNICAL

Approved: Amendment submitted 4/03  Supercedes: 10/97

OVERVIEW: Label amendment to revise First Aid (with exact text) per PRN 2001-1

Page # Description of Major Changes

1 Moved “Precautionary Statements — Hazards to Humans... - Warning” to precede First Aid
. Removed Specific Gravity — not required

2 Revised First Aid with exact text per PRN 2001-1

3 Diretions for Use: added trees, containerized nursery stock, perimeter treatment

Corrected phone number

Address change

1 e




TAU-FLUVALINATE TECHNICAL

AN INSECTICIDE-ACARICIDE
FOR MANUFACTURING USE ONLY

ACTIVE INGREDIENT:
Tau-fluvalinate (CAS #102851-06-9)........ccceeeiiiimiiiiiiieeiirieesieeissseneeeeraaeensesseeesesraasssssssns 87.2%
OTHER WNCQREDNENTEE o0 58 s s s s 12.8%

TOTAL  100.0%

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS
WARNING

WARNING

OPEN CONTAINER IN WELL VENTILATED AREA
REFER TO ANALYTICAL LABEL ON THIS DRUM FOR EXACT ANALYSIS OF THIS LOT.

NET CONTENTS
Lot No.
Specific gravity: 1.29

EPA Reg. No. 2724-481
EPA Est. No.




PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS

WARNING

May be fatal if swallowed. Causes moderate eye irritation. Avoid contact with skin, eyes, or
clothing. Wash thoroughly with soap and water after handling and before eating or smoking.
Remove contaminated clothing and wash thoroughly before reuse. Sensitive persons may
temporarily experience an itching, burning sensation, with or without a rash, following exposure.
Avoid hand- or sleeve-to-face exposure.

FIRST AID

Call a poison control center or doctor immediately for treatment advice.

If swallowed e Call a poison control center or doctor immediately for treatment advice.

e Have person sip a glass of water if able to swallow.

* Do not induce vomiting unless told to do so by the poison control center
or doctor.

e Do not give anything by mouth to an unconscious person.

If in eyes e Hold eye open and rinse slowly and gently with water for 15-20 minutes.
Remove contact lenses, if present, after the first 5 minutes, then continue
rinsing eye.

If on skin or e Take off contaminated clothing.

clothing e Rinse skin immediately with plenty of water for 15-20 minutes.

Have the product container or label with you when calling a poison control center or doctor, or

going for treatment. You may also contact 1-800-248-7763 for emergency medical treatment

information.

[Note: First Aid statement paragraph format may be used if space is limited.]

ENVIRONMENTAL HAZARDS

This product is highly toxic to fish or other aquatic organisms. Do not discharge effluent
containing this product directly into lakes, streams, ponds, estuaries, oceans, or other waters
unless in accordance with the requirements of a National Pollutant Discharge Elimination
System (NPDES) permit and the permitting authority has been notified in writing prior to
discharge. Do not discharge effluent containing this product to sewer systems without
previously notifying the local sewage treatment plant authority. For guidance, contact your
State Water Board or Regional Office of the Environmental Protection Agency. vee

PHYSICAL AND CHEMICAL HAZARDS
Do not use or store near heat or open flame.

.
see e
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DIRECTIONS FOR USE

Only for formulation into an insecticide for the following use(s): (1) other manufacturing use
products, turf, indoor plants (including greenhouses) and outdoor ornamental plantings and
plantscapes, trees, shrubs, flower and foliage cuttings, containerized nursery stock, and on
outside surfaces and around buildings; (2) uses for which US Environmental Protection Agency
has accepted the required data and/or citations of data that the formulator has submitted in
support of registration; and (3) uses for experimental purposes that are in compliance with US
Environmental Protection Agency requirements.

This product may be used to formulate products for specific uses not listed on the MP label if
the formulator, user group, or grower has complied with US EPA data submmission
requirements regarding support of such uses.

This product may not be used or referenced as a source of ingredient in the formulation,
manufacture, or registration of any products without prior written authorization from Wellmark
International.

STORAGE AND DISPOSAL

Do not contaminate water, food, or feed by storage or disposal. In case of spill or leak, ventilate
area well, then soak up with soil or other absorbent material.

STORAGE: Store away from direct sunlight or heat. Pesticides must be stored in a secured
area away from other products, food, or feed.

PESTICIDE DISPOSAL: Wastes resulting from the use of tau-fluvalinate technical may be
disposed of on site or at any approved waste disposal facility.

CONTAINER DISPOSAL (Metal): Triple rinse (or equivalent). Then offer for recycling or
reconditioning, or puncture and dispose of in a sanitary landfill, or by other procedures approved
by state and local authorities.

WARRANTY AND CONDITIONS OF SALE

Seller warrants that the chemical composition of this product conforms to the chemical
description on the label and is reasonably fit for the purpose stated on the label when used in
accordance with directions under normal conditions of use. Seller makes no other warranty,
express or implied, concerning the use of this product other than as indicated on the label.
Buyer assumes all risks of use, storage, or handling of this material not in strict accordance with
directions given on the label.

For information or in case of an emergency, call 1-800-347248-7763

Wellmark International
BensenvilleSchaumburg, IL 6017306

Made in USA
3 ¥oes




(Ferse \ocen (DD

Donald R. Flint, Ph.D.

Chmn., Administrative Comm.

Bayer Corporation
12711 Sagamore
Leawood, KS 66209
TEL: (913) 491-6717
FAX: (913) 469-8938

David Valcore

Chmn., Technical Comm.
Dow AgroSciences

9330 Zionsville Road
Building 304
Indianapolis, IN 46268
TEL: (317) 337-7933
FAX: (317) 337-7922

Dick Palmquist
Treasurer

FMC Corporation

800 Apple Hill Drive
West Chester, PA 19380
TEL: (610) 431-7982
FAX: (610) 431-6202

Andrew J. Hewitt, Ph.D.

David R. Johnson, Ph.D.

Project Managers

Stewart Agricultural Research
Services, Inc.

P.O. Box 509

Macon, MO 63552

TEL: (660) 762-4240

FAX: (660) 762-4295

Charles A. O'Connor, III
Secretary/Counsel
McKenna & Cuneo, L.L.P.
1900 K Street, N.W.
Washington, D.C. 20006
TEL: (202) 496-7586
FAX: (202) 496-7756

Denis Hayley

Controller

Hayley Associates

2900 Shipmaster Way, #220
Annapolis, MD 21401
TEL: (410) 571-6624

Fax: (410) 571-6355

SPRAY DRIFT TASK FORCE

April 25, 2002

Via Certified Mail

Mr. Steve Spaulding

‘Wellmark International

1100 East Woodfield Road, Suite 500
Schaumburg, IL 60173

Re: Wellmark Rights in SDTF Data

Dear Mr. Spalding:

In response to a request from the Environmental Protection

Agency (EPA), the Spray Drift Task Force (SDTF) recently
identifred fluvalinate’gmong the active ingredients requiring spray
drift } DTF nonmembers hold registrations.

-Because Wellmark International (Wellmark) acquired its

fluvalinate registrations (EPA Reg. Nos. 2724-478, -481) from an
SDTF member, we take this opportunity to outline Wellmark’s
limited rights under the SDTF Joint Data Development Agreement
(JDDA) to rely on SDTF data to support those transferred
registrations. Because Wellmark may later need to obtain
additional rights in SDTF data, we also summarize the terms of
SDTF membership and the opportunity to negotiate a data license
in lieu of joining the SDTF.

Although we have not reviewed Wellmark’s transfer
agreement with Sandoz, we note that Sandoz’s rights in SDTF data
as a member of the SDTF are only those provided in the JDDA.
Under Paragraph 15.5 of the JDDA, an SDTF member that
transfers a product line to a nonmember may provide its transferee
the limited right to rely on SDTF data to support the transferred
registrations, but not to support “any further amendments or other
changes” to the transferred registrations or any other registrations.
Thus, as a transferee Wellmark cannot rely on SDTF data to amend
the transferred registrations with respect to spray drift labeling,
registered crops and use patterns, and the sources of active
ingredients identified on a confidential statement of formula,
without making an offer to compensate the SDTF.

Although the JDDA gives transferees no right to rely on
SDTF data to support any amendments to the transferred
registrations, the SDTF has decided to forego data compensation in
the limited circumstance where a transferee amends those
registrations simply to adopt EPA-required, standard label
language pursuant to a Reregistration Eligibility Decision,
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( oo SPRAY DRIFT TASK FORCE

Mr. Steve Spaulding
April 25, 2002
Page 2

Pesticide Registration (PR) Notice, or other similar EPA guidance. This policy does not apply to
non-standard amendments (such as alternate language proposed by a registrant) or amendments
that require specific data (such as filling in the blank in an EPA-required statement like “do not
apply this product within __ meters of wetland areas™). Further, the SDTF’s decision to
forego compensation does not relieve Wellmark from its obligation to submit or cite (and offer to
pay for) the spray drift data required to support any amendments to the transferred registrations.
Accordingly, the SDTF will expect Wellmark to make an offer to pay in connection with any
such amendment, notwithstanding the SDTF’s stated willingness to forego data compensation for
these routine amendments.

. In the event that Wellmark later needs rights in spray drift data to support an amendment
. to the transferred registrations or any other registration, the SDTF believes that Wellmark’s most
cost-effective way to discharge its spray drift data obligations is to join the SDTF. SDTF

membership gives Wellmark joint ownership of the SDTF’s substantial generic spray drift
database — developed at a cost of more than $22 million. Wellmark can use this database in the
United States and abroad in support of its current and future registrations and in support of end-
use products made from Wellmark’s manufacturing-use products and registered by its customers.

Currently, the cost of membership under the SDTF JDDA is $888,959.16, which includes
the total membership assessments since 1990 ($469,500.00), the interest thereon ($366,196.16),
and a testing risk assessment ($53,263.00). To ease the up-front financial burden of
membership, the SDTF allows new members to pay the cost of membership in three equal
installments ($296,319.72) over the first two years of membership, with applicable interest
accruing on the unpaid balances. While the cost is substantial, this collaborative, industry-wide
effort provides each member with access to data that are both superior to, and less costly and

‘ more broadly applicable than, any data that any individual company could hope to develop on its
own products for the current cost of SDTF membership.

As an alternative to a registrant’s joining the SDTF, the SDTF members recently
authorized the licensing of SDTF data under appropriate circumstances. Assuming that its future
needs for spray drift data are limited, Wellmark may qualify to license the right to rely upon
SDTF data without joining the SDTF. Under the new licensing authority, the SDTF Officers
will negotiate licenses based on the licensee’s avoided testing costs. Hence, the license fee in
some cases would reduce the amount of data compensation substantially below the cost of
membership, and, furthermore, the license fee will apply to the cost of SDTF membership, if
Wellmark later decides to join the SDTF.
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Mr. Steve Spaulding
April 25, 2002
Page 3

Please do not hesitate to contact me with any questions about the SDTF.

Sincerely yours,

Charles A. O’Connor, III
Secretary and Counsel

~Ellenberger, Associate Director, EPA Field & External Affairs Division
George T. LaRocca, Product Manager, Team 13, EPA Registration Division

SPRAY DRIFT TASK FORCE
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Wellmark International

1100 East Woedtield Road, Suite 500
Schaumburg, lllinois 60173

847 330 5300

Wellmark

November 30, 2001

Ms. Kylie Rothwell (7508C)

Office of Pesticide Programs

U.S. Environmental Protection Agency
Crystal Mall 2

1921 Jefferson Davis Highway Room 266A
Arlington VA 22202

Subject: EPA Gold Seal Request

Dear Ms. Rothwell:

Our overseas affiliates are requesting verification of U.S. registration for a Wellmark International
product. At this time, Wellmark International respectfully requests a proof of registration letter
bearing the EPA Gold Seal for the product listed below:

Product EPA Reg. No.
Tau-Fluvalinate Technical - 2724-481

Because of the continual requests for the same product, would you please provide us with four
copies of this certificate. Please return the documents in the enclosed self-addressed stamped
envelope.

Thank you for your assistance. If you should have any questions, please feel free to contact me
directly at 847.330.5378 or jackie.richardson@welimarkint.com.

Thank you, L.
Jackie Richardson

Registration Specialist .
Wellmark International oo o0
enclosure .::':.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

(T

eh mo“‘o
FEB 12 2002

OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

I, George T. LaRocca, Product Manager 13, Insecticide Branch, Registration Division, Office
of Pesticide Programs, Office of Prevention, Pesticide and Toxic Substances, United States
Environmental Protection Agency (EPA), confirm that the pesticide product(s) listed below is,
as of the date of this letter, registered with EPA under the Federal Insecticide, Fungicide, and
Rodenticide Act (FIFRA), as amended and that accordingly, the product(s) may be sold and
marketed in the United States of America as authorized and limited by FIFRA. I am attaching to
this letter a copy of the label(s) for the pesticide product(s) which is a true and correct copy of the
label(s) on file with EPA.

Registration of this/these product(s) with EPA also denotes that the registrant listed below

is responsible for ensuring full compliance with all laws of the United States of America,

or governing jurisdiction, regarding the purchase, sale, application, use, storage, or disposal

of the product(s). Further, the recipient of this letter is on notice that the status of the
referenced registration may change subsequent to the date of this letter. EPA assumes no
responsibility to notify any recipient of this letter of any change in the status of the
registration(s) listed below, and advises the recipient of this letter to request that the regxstrants
provide this information if the status of the registration(s) should change.

- EPA has issued registration numbers for the product(s) listed below to:

WELLMARK INTERNATIONAL
1100 East Woodfield Road, Suite 500
Schaumburg, Illinois 60173

EPA Registration Number(s Product Name(s)
2724-481 Tau-Fluvalinate Technical

George T. LaRocca

Product Manager 13
Insecticide Branch
Registration Division (7505C)

Intemet Address (URL) ¢ hﬂp:/Mww.epé.gov

Recycled/Recyclable « Printed with Vegetable Oil Based Inks on Recycled Paper (Minimum 25% Postconsumer) 111




y  WMI 2/98 2724481 / NOTIF Page 6 of 19

3

'Pleas'e 'rbad Instructions on reverse before completing form. Form Approved, OMNB No. 2070-0060. Approval expires 3-'2-8-25
P United States Registration OPP Identifier Number
\"/EPA Environmental Protection Agency ~ | Amendment
Washington, DC 20460 o X Other 2 5 9 8 2 8
Application for Pesticide - Section |
1. Company/Product Number 2. EPA Product Manager ' 3. Proposed Classification
Wellmark International 2724-481 .George LaRocca None D Restricted
4. Company/Product (Name) PM# )
Tau-fluvalinate Technical 13
S. Name and Address of Applicant finclude ZIP Cods) 6. Expedited Reveiw. In accordance with FIFRA Section 3{c){3)
Wellmark International {b)(i), my product is similar or identical in composition and labeling
1000 Tower Lane to:
Suite 245 . EPA Reg. No.
Bensenmcpé’ckqp }hGISO 7519 L}ww address Product Name
Section - I ' NOTIEICATION——
D Amendment - Explain below. [] Final printed labels in repsonse to
Agency letter dated FEB 1 & 1995 :

.Resubmission in response to Agency letterdated ________ I:l "Me Too" Application.

Notification - Explain below. . D Other - Explain below.

Explanation: Use additional pagel(s) if necessary. (For section | and Section 1.}

Notification of Registrant name and address updates; minor label revisions per PR Notices 97-4, 97-5, & 97-6. This notification is consistent
with the provisions of PR Nnotice 95-2 and EPA regulations at 40 CFR 152.46, and no other changes have been made to the labeling or the
confidential statement of formula of this product. I understand that is a violation of 18 U.S.C. Sec. 1001 to willfully make any false
statement to EPA. 1 further understand that if this notification is not consistent with the terms of PR Notice 95-2 and 40 CFR 152.46,

this product may be in violation of FIFRA and I may be subject to enforcement action and penalties under sections 12 and 14 of FIFRA.

Section - I

1. Material This Product Will Be Packaged In: -
Child-Resistant Packaging Unit Packaging Woater Soluble Packaging 2. Type of Container
- Yes ) Yes v/ | Metal
D¢ X Plastic
. No - No Glass
If "Yes" No. per If "Yes" No. per Paper
Unit Packaging wgt. container Package wgt container Other (Specify)
]
3. Location of Net Contents Information 4. Size(s) Retail Container 5. Locatigx/of Label Directions
f LREEL
Label D Container ¢2//5 Q . /517/0 /63 ’ E
6. Manner in Which Label is Affixed to Product Lithograph D Other
+” | Paper glued . .o
Stenciled o %%
Section - IV ' e o
L J L J L]
1. Contact Point {Complete items directly below for identification of individual to be contacted, if necessary, to process this applicatfon.)
opeese [
Name Title M Toleghone No. (Inglude Area Code)
Eileen T. Valenta Federal Regulatory Project Manager, | ... 0 680-227-6019
Certification cee : : 6Ge bate.épplication
[ ] Ll
! certify that the statements | have made on this form and all attachments thereto are true, accurate and corrplete. ket.:enved
I acknowledge that any knowlinglly false or misleading statement may be punishable by fine or imprisonment or . JStamped)
both under applicable law. ¢ o
[ XX X ]
2. Signature T : 3. Title . oo o
( / A M . L] * o
e ! p . . e o
Cr //ZU ul ., M Federal Regulatory Project Manager
4. Typed Name » 5. Date .
Eileen T. Valenta February 10, 1998 112
EPA Form 8570-1 (Rev. 3-94) Previous editions are obsolete. . White - EPA File Copy (original) Yellow - Applicant Copy

ST6 1 lyley



NOTIFICATION

] FEB 1 6 1998
October 97 A'.I‘AflTEA.97A
REGULATORY LABEL DATA SHEET
File Name:  ATAflteA.97a Data Sheet Date: October 1997
Product: TAU-FLUVALINATE EPA Reg #: 2724-481 (55947-104)
TECHNICAL
Approved: Notification 10/97 Supercedes: 6/12/96 Notification

OVERVIEW: Notification submitted to change name/address from Sandoz to Wellmark, update per PRN

97-6, 97-5, 97-4
Page # Description of Major Changes
‘ 1 Ingredient Statement:
Removed tau-fluvalinate chemical name, added CAS # (PRN 97-5)

Per PRN 97-6, “Inert” changed to “Other”

Removed patent reference

EPA Reg. No. changed from 55947-104 (ag) to 2724-481 (Transfer to Welimark)
Added Made in USA (NAFTA)

Name/address change Sandoz to Wellmark

2 Statement of Practical Treatment changed to First aid (CLI), updated per 12/96 Label
Review Manual

Environmental Hazards Statement updated per 12/96 Label Review Manual

‘ DFU - last paragraph - reference to Sandoz changed to Wellmark
3 S&D - Added specific descriptors to section for clarity
Sandoz ag warranty changed to Wellmark warranty

Information telephone number added (PRN 97-4)

REGULATORY: Eileen Valenta .:--:
MARKETING: e Teet
EPA PRODUCT MANAGER: G. LaRocca PM13 ettt *

l ... [ )
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TAU-FLUVALINATE TECHNICAL

AN INSECTICIDE-ACARICIDE
FOR MANUFACTURING USE ONLY

ACTIVE INGREDIENT: 4
Tau-fluvalinate (CAS #102851-06-9) .......c..ooviiiiiiiiiiiiiii e 87.2%

OTHER INGREDIENTS: ..........oooovvoiieierecenecesoesessssssss oo 12.8%
TOTAL  100.0%

EPA Reg. No. 2724-481 EPA Est. No.

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS
WARNING

OPEN CONTAINER IN WELL VENTILATED AREA

REFER TO ANALYTICAL LABEL ON THIS DRUM FOR EXACT ANALYSIS OF THIS LOT.

May be fatal if swallowed. Causes moderate eye irritation. Avoid contact with skin, eyes, or
clothing. Wash thoroughly with soap and water after handling and before eating or smoking.
Remove contaminated clothing and wash thoroughly before reuse. Sensitive persons may
temporarily experience an itching, burning sensation, with or without a rash, following exposure.
Avoid hand- or sleeve-to-face exposure.

Wellmark International
Bensenville, IL 60106

Made in USA

NET CONTENTS eoee
Lot No. *eces’
Specific gravity: 1.29 e %
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October 97 ATAf1TEA.397A

FIRST AID

IF SWALLOWED: Call a physician or Poison Control Center. Drink 1 or 2 glasses of water
and induce vomiting by touching back of throat with finger. Do not induce vomiting or give
anything by mouth to an unconscious person.

IF IN EYES: Flush eyes with plenty of water. Get medical attention if irritation persists.

IF ON SKIN: Wash with plenty of soap and water. Get medical attention if irritation persists.

ENVIRONMENTAL HAZARDS

This product is highly toxic to fish or other aquatic organisms. Do not discharge effluent
containing this product directly into lakes, streams, ponds, estuaries, oceans, or other waters
unless in accordance with the requirements of a National Pollutant Discharge Elimination
System (NPDES) permit and the permitting authority has been notified in writing prior to
discharge. Do not discharge effluent containing this product to sewer systems without
previously notifying the local sewage treatment plant authority. For guidance, contact your
State Water Board -or Regional Office of the Environmental Protection Agency.

PHYSICAL AND CHEMICAL HAZARDS
Do not use or store near heat or open flame.

DIRECTIONS FOR USE

Only for formulation into an insecticide for the following use(s): (1) other manufacturing use
products, turf, indoor (including greenhouses) and outdoor ornamental plantings and
plantscapes, shrubs, flower and foliage cuttings; (2) uses for which US Environmental
Protection Agency has accepted the required data and/or citations of data that the formulator
has submitted in support of registration; and (3) uses for experimental purposes that are in
compliance with US Environmental Protection Agency requirements.

This product may be used to formulate products for specific uses not listed on the MP label if
the formulator, user group, or grower has complied with US EPA data submmission
requirements regarding support of such uses.

This product may not be used or referenced as a source of ingredient in the formulation,
manufacture, or registration of any products without prior written authorization fromWellmark

International. RITTH
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October 97 ATAf1TEA.S$7A

STORAGE AND DISPOSAL _

Do not contaminate water, food, or feed by storage or disposal. In case of spill or leak,
ventilate area well, then soak up with soil or other absorbent material. ‘
STORAGE: Store away from direct sunlight or heat. Pesticides must be stored in a secured
area away from other products, food, or feed.

PESTICIDE DISPOSAL: Wastes resulting from the use of tau-fluvalinate technical may be
disposed of on site or at any approved waste disposal facility.

CONTAINER DISPOSAL (Metal): Triple rinse (or equivalent). Then offer for recycling or
reconditioning, or puncture and dispose of in a sanitary landfill, or by other procedures
approved by state and local authorities.

WARRANTY AND CONDITIONS OF SALE

Seller warrants that the chemical composition of this product conforms to the chemical
description on the label and is reasonably fit for the purpose stated on the label when used in
accordance with directions under normal conditions of use. Seller makes no other warranty,
express or implied, concerning the use of this product other than as indicated on the label.
Buyer assumes all risks of use, storage, or handling of this material not in strict accordance with
directions given on the label.

For information or in case of an emergency, call [phone number]
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Wellmark

Wellmark International
1000 Tower Lane, Suite 245

WMI 2/98 2724-481/NOTIF
Page 5 of 19

Bensenville, lllincis 60106
630 227 6000

NOTIFICATION

FEB v 6 1998
. SR
Mr. George T. LaRocca February 10, 1998
Product Manager #13

EPA - OPP-RD-IRB

Room 204, Crystal Mall, Building 2
1921 Jefferson Davis Highway
Arlington, VA 22202

SUBJECT: Label and CSF Updates
Taufluvalinate Technical
EPA Registration Number 2724-481

Dear Mr. LaRocca:

As agent for, and on behalf of Wellmark International and in compliance with PR Notices
97-4, 97-5 and 97-6, 1 respectfully submit a notification to the registration of the subject
product. Also reflected in this document are updates to the registrant name and address.

A copy of the revised label (highlighted with strikeout text and accompanied by a
summary page) and two original signed Confidential Statements of Formula have been
included in this application. Should any further details or explanations be required,
please do not hesitate to contact me.

Slecerely yours,- j P

X([{ L)/(”/{[Z,{ﬁ'

Elleen T. Valen

Federal Regulatory Project Manager . vee :

Phone FAX e-mail seeses .

(630) 227-6019 (630) 227-6065 Eileen.Valenta@Wellmarkinttcom ¢, .2,
\\.. . saee
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JuL 10 1998

U.S. ENVIRONMENTAL PROTECTION AGENCY
Office of Pesticide Programs

NOVARTIS CROP PROTECTION, INC.
P.O. BOX 18300
GREENSBORO, NC 274198300

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your transmittal of 07/07/98. Our staff
has completed a preliminary analysis of the material. The results are
provided as follows:

Your submittal has not been analyzed for compliance
with PR Notice 86-5, due to the fact that it was

. submitted under the requirements of FIFRA Section
6(a)2. A copy of your transmittal letter is enclosed,
annotated with Master Record ID’s (MRIDs) assigned to
each document submitted.

I3 | ss4sLE

Cef: (o402 0
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Novartis Crop Protection, Inc.
P.0. Box 18300

Greensboro, NC 27419-8300
www.cp.us.novartis.com

Tel 336 632 6000

) NOVARTIS

Lee Hubbard, Ph.D. Certified Mail
Regulatory Affairs

Tel 336-632-7034 445966 —-00
Fax 336-292-6374 .
Internet Lee.Hubbard @cp.novartis.com

July 2, 1998

Office of Pesticide Programs {6(a)(2)] eos
U.S. Environmental Protection Agency ..
401 M Street, SW '
Washington, DC 20460 REER

Attention: Mr. George T. LaRocca, Product Manager, Team 13

SUBJECT: Report of Potential Adverse Effects — tau-fluvalinate
(PC Code: 109302)

Dear Mr. George T. LaRocca:

With this letter Novartis is providing information on tau-fluvalinate in accordance with the
Agency’s current interpretation of FIFRA § 6 (a)(2) reporting requirements. Novartis does
not hold a U. S. registration for fluvalinate or enantiomerically resolved tau-fluvalinte.
Wellmark International is the registrant for tau-fluvalinate in the U.S.  Novartis has a
pending action (submitted by Sandoz Agro, Inc.) to establish tolerances for tau-fluvalinate
in or on apples, kiwi, and oriental pears (PP 1E4020). Novartis recently discovered a 1986
reproductive toxicology report in our files. We have not been able to determine if a 6(a)(2)
report was filed with the Agency regarding the findings of this study. A summary of the
observations provided by Dr. Amechi Chukwudebe, Toxicologist, Novartis Crop
Protection, Inc. is included below:

The test substance, half-resolved fluvalinate technical, was examined for effects on the growth
and reproductive functions of two consecutive generations-in the rat in a study entitled "Effect
of Half-Resolved Fluvalinate Technical on Reproductive Function of Two Generations in the
Rat". Dietary test substance concentrations administered were 0, 10, 25 and 125 ppm. This
fluvalinate study, completed in July 1986, was sponsored by Mitsubishi Chemical Industries
Ltd. and conducted at the facilities of Huntingdon Research Centre Ltd. in England. The
following adverse findings were observed in this study:

- At the 125 ppm dietary exposure level, most pups in 15/28 litters of FO females and 6/20
litters of F1 females showed tremors during the lactation period - generally around day 14.
Tremors were not observed at any of the other dietary exposure levels tested.

- At 125 ppm, .6 animals (3 FO males, 1 FO female and 2 F1 males) showed areas of cutaneous
ulceration. In the males, these ulcerations regressed and were not present at terminal autopsy.
In the FO female the ulceration was present at the time of parturition and covered a large area;

0698t-f6a2.doc
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both the female and the resulting litter appeared to be affected. This FO animal and the litter
-were, therefore, killed on day 5 postpartum.

- Among adult animals, the incidence of scabbing and fur loss at 25 and 125 ppm were’
marginally greater than for control animals. The incidence of scabbing and fur loss at 10 ppm
was unaffected by treatment.

In this two-generation reproduction study, all growth and reproductive parameters evaluated at
10 ppm were essentially similar to that of control animals.

Please find enclosed three copies of the toxicology report “Effect of Half—Resq.\l:\;éd
Fluvalinate Technical on Reproductive Function of Two-Generations in the Rat”; Eb&

GDLN 83-4.

Please call me at 910-632-7034 if there any questions concerning this report.

Sincerely,

Enclosures

cc: Susan Lewis, Branch Chief, Insecticides (letter only)
Steve Spalding, Manager, Regulatory Affairs, Wellmark, International (letter only)

0698t-f6a2.doc

ee Hubbard, Ph.D.
Senior Regulatory Manager
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VOLUME 1 OF } OF SUBMISSION
(TRANSMITTAL DOCUMENT)
1. Name and Address of Submitter
Novartis Crop Protection, Inc.
P.O. Box 18300
Greensboro, NC 27419

2. Regulatory Action in Support of which this Package is Submitted

. Potential adverse effect [6(a)(2)] related w0 pesticide petition number 1E4020 to
establish tolerances for tau-fluvalinate in or on apples, kiwi, and oriental pears

3. Transmittal Date
July 2, 1998

4. List of Submitted Studies

MRID VOLUME || STUDY EPA
NUMBER NUMBER || TITLE GUIDELINE
NUMBER
lof2 TRANSMITT=L DOCUMENT N/A
20f2 EFFECT OF HALF-RESOLVED 83-4
. FLUVALINATE TECHNICAL
4459660 1 ON REPRODUCTIVE
FUNCTION OFf TWO
GENERATION RATS ( /2-84;
HRC Report No. MCI 56/8694)

Company Official:  Hubbard, H. Lee /%/

(Name) (Signature)

- Company Name: NOVARTIS CROP PROTECTION, INC.

Company Contact: Hubbard, H.Lee - 3366327034 “esol’
(Name) . - (Phone) SR

Page 1 of 1 y

......




i UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
3 WASHINGTON, D.C. 20460

August 5, 1997

OFFICE OF
PREVENTION, PESTICIDES AND

Mr. Steven R. Spaulding, Manager
J TOXIC SUBSTANCES

Regulatory Affairs
Wellmark International
1000 Tower Lane, Suite 245
Bensenville, IL 60106

Dear Mr. Spaulding:

Pursuant to your request in your letter and transfer
agreement of June 10, 1997, we have approved the transfer of the
following registrations and data from Sandoz Agro, Inc., company
number 55947, to Wellmark International, company number 2724.

The effective date of these changes is the date of this
letter.

0ld EPA New EPA

Registered Products Reg. No. Reg. No.
Enstar II Insect Growth Regulator

(Enstar SE) 55947-82 2724-476
Altosid SE-FZ-515 (Diacon) 55947-94 2724-477
Mavrik Aquaflow Insecticide 55947-101 2724-478
Fluvalinate 25% Bulk An Insecticide

For Manufacturing Use Only 55947-102 2724-479
Fluvalinate 80% Concentrate 55947-103 2724-480
Fluvalinatte Technical 55947-104 2724-481
Fluvalinate 22.3%F Bulk 55947-106 2724-482
Sandoz 9404 Spray - 55947-158 2724-483

0ld Parent New Parent

24 (c) Products Reg. No. Reg. No. Reg. No.
CA-96-0010 55947-101 2724-478
PA-93-0003 55947-101 2724-478

PLEASE NOTE:

Your Transfer Agreement also requested transfer of "Sandoz
Do-It-Yourself Garden Pest Control, 55947-92" which, according to
our records, is in processing for cancellation due to registrant
request during the 1997 Maintenance Fee process and therefore not
transferrable.

Recycled/Recyclable « Printed with Vagelable Oil Based Inks on 100% Recycled Paper (40% Postconsumer)
123
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You should indicate the new company designation, new EPA
Registration Number and new Establishment Number (if it has
changed) on the labeling at the next printing which should occur
no later than 18 months after the effective date of this
transfer. After 18 months, any product released for shipment
must bear the new Registration Number and Establishment Number.
If you intend to use the labels which currently appear on the
transferor’s product after the effective date of the transfer,
but within the 18 month grace period, you must maintain complete
and accurate records which identify by batch number, lot number,
or other suitable description the quantities of such product
bearing the transferor’s label. Each container or package
" bearing the transferor’s label which is released after the
effective date of product registration transfer, must be clearly
and accurately marked with the batch number, lot number or other
descriptive designation used to identify the product in your
records.

Supplemental distribution agreements of registered products
do not transfer with the Section 3 registration. It is your
responsibility as the registrant to notify any and all
supplemental distributors of the transferred product (s) of this
transfer agreement. If you wish to enter into supplemental
distribution agreements of your product (s) under this new
registration, the form "Notice of Supplemental Distribution of a
Registered Pesticide Product," EPA Form 8570-5, must be submitted
to the Agency for each supplemental distributorship.

You are required to contact your local EPA Regional Office
to determine what effect this transfer of pesticide registrations
has on the pesticide production establishment registration.

It will not be necessary to submit labeling for review if
the only changes are in the company designation and the EPA
Registration Number. Other changes in the product and/or
labeling may require EPA review and approval prior to initiation.
In any correspondence on these products always refer to the U.S.
EPA Registration Number listed above.

The transferred registration will have the same status under
the Federal Insecticide, Fungicide and Rodenticide Act, as
amended, 7 USC 136 et seqg., as it had prior to the approval of
this transfer.

When registrations are transferred from one company to a
second company, all restrictions, data requirements, conditions
(suspensions), and deadlines existing on the registrations are
transferred with the registrations. The new company is
responsible for adhering to or complying with all such
restrictions, etc. on the acquired products.
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In regard to deadlines, the transferee company is
responsible for submitting all required data according to the
schedules already established for the acquired products. Failure
to do so will result in the issuance of a Notice of Intent to
Suspend. Requests from transferee companies for additional time
to submit, because they acquired the registration(s) after the
3(c) (2) (B) request was issued will not be granted. 1If a
transferee company has other valid reasons for delays in the
testing which were clearly outside of their control, then such
requests for time extensions will be considered in accordance
with the established procedures. Transfers occurring while a
3(c) (2) (B) request is being issued or during the 90-day response
time are subject to the same conditions expressed above.

Registration is in no way to be construed as an endorsement
or approval of these products by the Agency. In order to protect
health and the environment, the Administrator, on his motion, may
at any time suspend or cancel the registration of a pesticide in
accordance with FIFRA.

Furthermore, the transfer of the .subject registrations is
approved under the condition that the annual maintenance fee
obligation has been fully satisfied. The marginal maintenance
fee is determined based solely on the total number of active
section 3 and section 24(c) registrations held by the transferor.
If the annual maintenance fee has not been fully satisfied, the
transferee and transferor will be notified to comply within a
specified time period cor the affected registrations may be

canceled.

The Agency acknowledges it has received a request for data
transfer dated June 10, 1997 to transfer data ownership from the
transferor to the transferee. The data transfer is effective the
date of this letter. After this date Wellmark International
will be considered the data owner. This action will not
automatically reflect on the Data Submitters List. If you want
to be added to the Data Submitters List, you must submit a

request to:

Document Processing Desk (DSL)

Office of Pesticide Programs (7504C)
U.S. Environmental Protection Agency
401 M Street, S.W.

Washington, DC 20460-0001
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these changes. If you have an

By copy of this letter we are informing the transferor of

approval please contact me at (703) 305-6474.

Grre

Sincerely,

2 e

Donna G. Parker

Information Management Specialist
Information Services Branch

Information Resources & Services Div.

Robin Demouth

General Counsel & Secretary
Sandoz Agro, Inc.

1300 East Touhy Avenue

Des Plaines, Illinois 60018

Y qQuestions about this transfer

(7504C)
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
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Mr. Michael Johnston
SANDOZ AGRO, INC.

1300 E. Touhy Avenue
Des Plaines, IL 60018

Dear Mr. Johnston:

Subject: Label Amendment~-Change Chemical Name to
Official Recognized ISO & IUPAC
Common & Chemical Names
TAU-FLUVALINATE Technical
+EPA Registration Number 55947-104
MAVRIK AQUAFLOW Insecticide/Miticide
EPA Registration Number 55947-101
Your Amended Applications Dated October 18, 1994

The amended labeling referred to above, reflecting the
officially recognized ISO & IUPAC common and chemical name to
refer to half resolved fluvalinate, submitted in connection with
registration under the Federal Insecticide, Fungicide, and
Rodenticide Act, as amended, is acceptable.

Submit two (2) copies of the final printed labeling. A
stamped copy is enclosed for your records.

orge T. Rocca
Product Manager (13)
Insecticide~Rodenticide Branch
Registration Division (7505C)

Enclosure:

CONCURRENCES

SYMBOL

SURNAME

DATE
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<
EPA Form 1320-1A (1/90) Printed on Recycled Paper OFFICIAL FILE COPY

*U.S. Government Printing Office: 1992 — 820-858/40672




FLUVALINATE TECHNICAL

AN INSECTICIDE-~ACARICIDE
FOR MANUFACTURING USE ONLY

ACTIVE INGREDIENT:

*U.S. Pat. 4,260,633 & 4,411,912

EPA Reg. No. 55947-104
EPA Est. No. 55947-TX-1

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS
WARNING

OPEN CONTAINER IN WELL VENTILATED AREA.
DO NOT BREATHE FUMES

REFER TO ANALYTICAL LABEL ON THIS DRUM FOR EXACT ANALYSIS OF THIS
LOT.

May be fatal if swallowed. Causes moderate eye irritation. Avoid
contact with skin, eyes or clothing. Wash thoroughly with soap and
water after handling and before eating or smoking. Remove
contaminated clothing and wash thoroughly before reuse. Sensitive
persons may temporarily experience an itching, burning sensation,
with or without a rash, following exposure. Avoid hand- or sleeve-
to-face exposure.

SANDOZ AGRO, INC.
1300 East Touhy Avenue
Des Plaines, Illinois 60018

NET CONTENTS: 245 Kg (540 1lbs.)
Lot No.:

Specific gravity: 1.29 [A C CE p T E ﬂ

IFLUTECA.94a JAN 3 |995

Under the Fedoral Insecticid
Furgicide, ‘and Rodenticudo%ct.
@t cmonded, for the pesticide

registerad undey
| EPA Reg. No. X -/




STATEMENT OF PRACTICAL TREATMENT

IF IN EYES: Flush eyes with plenty of water.  Get medical
attention if irritation persists.

IF SWALLOWED: Call a physician or Poison Control Center. Drink
1 or 2 glasses of water and induce vomiting by
touching back of throat with finger. Do not induce
vomiting or give anything by mouth to an unconscious
person.

IF ON SKIN: Wash with plenty of soap and water.

ENVIRONMENTAL HAZARDS

This product is highly toxic to fish or other aquatic organisms.
Do not discharge effluent containing this product directly into
lakes, streams, estuaries, oceans or public waters unless this
product 1is specifically addressed in an NPDES permit. Do not
discharge effluent containing this product to sewer systems without
previously notifying the sewage treatment plant authority. For
guidance, contact your Regional Office of the Environmental
Protection Agency.

PHYSICAL AND CHEMICAL HAZARDS

Do not use or store near heat or open flame.

DIRECTIONS FOR USE

Only for formulation into an insecticide for the following use(s):
other manufacturing use products, turf, indoor and outdoor
ornamental plantings and plantscapes. Uses for which U.S.
Environmental Protection Agency has accepted the required data
and/or citations of data that the formulator has submitted in
support of registration; and uses for experimental purposes that
are in compliance with U.S. Environmental Protection Agency
Requirements. s

This product may not be used or referenced as a source of
ingredient in the formulation, manufacture or registration of any
products without prior written authorization from Sandoz Agro, Inc.

IFLUTECA.S94a
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STORAGE AND DISPOSAL

Do not contaminate water, food, or feed by storage or disposal. 1In
case of spill or leak, ventilate area well, then soak up with soil
or other absorbent material.

STORAGE:

DISPOSAL:

IFLUTECA.S94a

Store away from direct sunlight or heat. Pesticides
must be stored in a secured area away from other
products, food or feed.

Wastes resulting from the use of Fluvalinate
Technical may be disposed of on site or at any
approved waste disposal facility.

Metal Containers: Triple rinse (or equivalent).
Then offer for recycling or reconditioning, or
puncture and dispose of in a sanitary landfill, or
by other procedures approved by state and local
authorities.
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LIMITATION OF WARRANTY AND LIMITATION OF LIABILITY

NOTICE: Read this Limitation of Warranty and Limitation of
Liability before buying or using this product. If the terms are
not acceptable, return the product at once, unopened, and the
purchase price will be refunded.

It is impossible to eliminate all risks inherently associated with
the use of this product. Crop injury, ineffectiveness, or other
unintended consequences may result because of such factors as
weather conditions, presence of other materials, or the manner of
use or application, all of which are beyond the control of Sandoz
or seller. All such risks shall be assumed by buyer or user.

Sandoz warrants that this product conforms to the chemical
description on the label and is reasonably fit for the purposes
stated in the Directions for Use, under normal use conditions,
subject to the risks described above. SANDOZ MAKES NO OTHER
EXPRESS OR IMPLIED WARRANTY OF FITNESS OR MERCHANTABILITY OR ANY
OTHER EXPRESS OR IMPLIED WARRANTY.

In no event shall Sandoz or seller be liable for any incidental,
consequential or special damages resulting from the use or handling
of this product. THE EXCLUSIVE REMEDY OF THE USER OR BUYER, AND
THE EXCLUSIVE LIABILITY OF SANDOZ OR SELLER FOR ANY AND ALL CLAIMS,
LOSSES, INJURIES OR DAMAGES (INCLUDING CLAIMS BASED ON BREACH OF
WARRANTY, CONTRACT, NEGLIGENCE, TORT, STRICT LIABILITY OR
OTHERWISE) RESULTING FROM THE USE OR HANDLING OF THIS PRODUCT,
SHALL BE THE RETURN OF THE PURCHASE PRICE OF THE PRODUCT OR, AT THE
ELECTION OF SANDOZ OR SELLER, THE REPLACEMENT OF THE PRODUCT.

Sandoz and seller offer this product, and buyer and user accept it,
subject to the foregoing limitations of warranty and limitation of

liability, which may not be modified by any oral or written
agreement.

IFLUTECA.S4a
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Please read Instructions on reverse before ‘.’odng form.

| | expires11-30-93
| United States Environmental Protection Agency OPP Identifier Number
| (A) o~ Office of Pesticide Programs (H7505C) Registration
| e Washington, DC 20460 % | Amendment
| \ Y 4 Application for Pesticide: Other 200513
. Section | :
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
Sandoz Agro, Inc./55947-104 Adam Heyward
4. Company/Product (Name) PM# D None D Restricted
Sandoz Agro, Inc./Technical Fluvalinate i3
5. Name and Address of Applicant (Include ZIP Cods) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
Sandoz Agro, Inc. (b)(i), my product is similar or identical in composition and labeling
1300 E. Touhy Ave. %
Des Plaines, IL 60018 EPA Reg. No.
D Check if this is a new address Product Name
Section | |
i i Final printed labels in response to
X Amendment - Explain below Agency leter dated
Resubmission in response to Agency letter dated : "Me Too* Application.
q Notification - Explain below. :
Other - explain below.

Explanation: Use additional page(s) if necessary. (For section | and Section Il.)
Tsp 4
Amendment: To change chemical name to officially recognized IUPAC common & chemical
names, thus reflecting half resolved nature of chemical.

Section Ili
1. Material This Product Will Be Packaged In:
Child-Resistant Packaging | Unit Packaging Water Soluble Packaging 2. Type of Container
Yes* Yes Yes Metal
Plastic
No No No Glass
v %
If Yes, No. per If "Yes,” No. per in;r(specim
.. Certification must be |Unit Package wgt. container | Package wgt. container
|
3. Location of Net Contents Information 4. Size(s) of Retail Container 5. Location of Label Directions
On Label
D Label D Container On Labeling accompanying product
6. Manner In Which Label |s Affixed To Product Lithograph
Paper glued E} Other ( )
L__l Stenciled
Section IV
1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this application.)
Name Title Telephone No. (Include Area Code)
Michael R. Johnston Registration Specialist 708/390-3096
Certification 6. Date Application

| certify that the statements | have made on this form and all attachments thereto are true, accurate and complete. Received

| acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or (Stamped)

both under applicable law.
2. Signature 3. Tite

/ d : Registration Specialist
4. Typed Name 5. Date
Michael R. Johnston October 18, 1994 h
EPA Form 8570-1 (Rev. 12-90) _ Previous editions are obsolete, White - EPA File Copy (oniginal) Yellow - Apni~—



PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS

WWM_MM: Public reporting burden for this collection of information is estimated
to avg' -85 hour per response, including time for reviewing instructions, searching existing data sources, gathering and
maintaining the data needed, and completing and reviewing the collection of information. Send comments regarding the burden
estimate or any other aspect of this collection of information, including suggestions for reducing this burden, to Chief,

Information Policy Branch, PM-223, U.S. Environmental Protection Agency, 401 M Street, SW, Washington, DC 20460; and to the

office of Information and Regulatory Affairs, Office of Management and Budget, Washington, DC 20503.

INSTRUCTIONS: this form is to be used for all applications for new registration, end use reregistration, amendment,
resubmission, to applications for notifications, final printed labeling, reregistration, etc. In order to process an
application for a new registration submitted on this form, the following material must accompany the application:

1. Certification with Respect to Citation of Data (EPA Form 8570-29). [If not exempted by 40 CFR 152.81 (b) (4)1;

2. Confidential Statement of Formula (EPA Form 8570-4);

3. Formulator's Exemption Statement (EPA Form 8570-27);

4. Five copies of draft labeling;

5. Three copies of any data submitted;

6. Authorization letter where applicable;

7. Matrices where applicable.
Submission of Labeling - Labeling should first be submitted in the form of draft labels with all applications for new
registration. Such draft labels may be in the form of typed label text on 8.5 x 11 inch paper or a mockup of the proposed
label. If prepared as a mockup, it should be constructed in such a way as to facilitate storage in an 8.5 x 11 inch file.
Mockup labels significantly smaller than B.5 x 11 inches should be mounted on 8.5 x 11 inch paper for submission.
Submission of Data - Data submitted in support of this application must be submitted in accordance with PR Notice 86-5.

SPECIFIC INSTRUCTIONS: please read the instructions listed below before completing this application. First

determine the type of registration action, listed in Block A, for which you are submitting this application. For

applications submitted in connection with New Registration actions, Sections I, 111, and IV must be completed by the .
applicant. For applications submitted in connection with amended registration actions, resubmissions, notifications,
reregistrations, etc., Sections I, 1I, and IV must be completed by the applicant.

Block A - Check the appropriate action for which you are submitting this form.

SECTION I - this section must be completed, as applicable, for all registration actions.

1. Compary/Product Number - Insert your Company Number, if one has been assigned by EPA. This number may have been assigned
to you as a basic registrant, a distributor, or as an establishment. If your product is registered, insert the Product
Nusber.

2. EPA Product Manager - If known, fill in the name and PM mnumber of the EPA Product Manager.

3. Proposed Classification - Specify the proposed classification of this product.

4. Product Mame - Enter the complete product name of this pesticide as it will appear on the label. The name must be
specific to this product only. Duplication of names is not permitted among products of the same company. Do not include
any brand name or company line designations.

5. Name and Address of Applicant - The name of the firm or person and address shown in your application is the person or firm
to whom the registration will be issued. If you are acting in behalf of another party, you must submit authorization from
that party to act for them in registration matters. An applicant not residing in the United States must have an
authorized agent residing in the United States to act for them in all registration matters. The name and complete mailing
address of such an agent must accompany this application.

6. Expedited Review - FIFRA section 3 (c) 3 (B) provides for expedited review of applications for registration, or amendments
to existing registrations, that are similar or identical to other pesticide products that are currently registered with
the EPA. In order for your application to be eligible for expedited review, you must provide us with the EPA Registration
Number and product name of the product you believe is similar to or identical to your product. The product must be
similar or identical in both formulation and labeled uses.

SECTION II - this section must be completed for all applications submitted to amend the registration only of a currently
registered product (Amendment), for a resubmission in response to an Agency letter, for notifications to the Agency, for the
submission of final printed labeling, for reregistration and for any other action that pertains to a specific EPA-registered
product. This section is not to be used for a new application for registration.

1. Subject of submission - Check the applicable block and provide the Agency letter date if appropriate. Provide a brief
explanation of the purpose(s) for the submission, such as “the addition of & site, pest or crop (specify)"; “amend the
Confidential Statement of Formula by..."; "reregistration submission"; general label revision of use directions.” Attach
a separate page if additional space is needed.

Pa i r On) - This Section must be completed for all applications
submitted in connection with new registration or applicable amendments.
1. Type of Packaging - Check the appropriate block if your product will be packaged in the indicated packaging types.
Indicate the size of the individual packets and number per retail container.
2. Type of Retail Container - Indicate type of container in which product will be marketed.
3. Location of Met Contents - Specify the net contents of all retail containers for your product.
4. Size(s) of Retail Container - Specify the net contents of all retail containers for your product.
5. Location of Use Directions - Indicate the location of the use directions for your product.
6. Manner in which label is affixed to product - Indicate the method product label is attached to retail container.

SECTION IV (Contact Point) - this section must be completed for sll applications for Registration actions, i.e.,
new products registration, resubmission, "me-too," reregistration, etc.
1-5. Self-explanatory.

6. EPA Use Only.
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SANDOZ AGRO, INC.
1300 EAST TOUHY AVENUE, DES PLARER, ILLINOIS 60018

Attachment 1

CORPORATE HEADQUARTERS
TEL. 708.699.1616

January 11, 1994

Document Processing Desk (COADR)
Office of Pesticide Programs (7504C)
U.S. Environmental Protection Agency

401 M. Street (SW)°

Washington, D.C. 20460

Attention: Change of Name and Address of Record

. Dear Sir or Madam:

In the past year, Sandoz Agro, Inc. has completed the merger of

the Zoecon Corporation into Sandoz Agro, Inc. and has moved

primary product registration activities to the SAI headquarters

in the Des Plaines, IL office. Therefore we are announcing a
change in the name and address of record for Zoecon as follows:

EPA Company Number: 2724

Zoecon Corporation
A Sandoz Company
12200 Denton Drive
Dallas, TX 75234

0ld Name & Mailing Address:

New Name & Mailing Address: Sandoz Animal Health
Sandoz Agro, Inc.

. 1300 East Touhy Ave.
Des Plaines, IL 60018

Effective Date: January 1, 1994

James Lee Kunstman

® 4 SANDOZ

Contact Name & Phone:

Sincerely,

(73-;——:2'.%«2:_

James L. Kunstman, PhD.
Manager, Product Registration

Page 5 of 13 Amendment for Name Changes of CAS RN 102851-06-9

Phone: (708) 390-3664
FAX: (708) 390~3941
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THE

AGROCHEMICALS
HANDBOOK

Third Edition

UPDATE 5 — JANUARY 1994

27 SOGETYGE,

~Jee 3<CHERUSTRY®

% *Services  *

The Royal Society of Chemistry

+Jhomas Graham House
Science Park, Milton Road
Lambridge CB4 4WF England
’l’el: Cambridge {0223} 420066

Insecticide/Acaricide tau-fluvalinate

H

Fac—Q—NH —C~CO,CHCN o
SN

Common name: tau-fluvalinate (BSI, draft ISO-E)

Chemical names:
(RS)-a-cyano-3-phenoxybenzyl N-(2-chloro-a,a,a-trifluoro-p-tolyl)-0-valinate
(IUPAC)
cyano(3-phenoxyphenyl)methyl N-{2-chloro-4-{trifluoromethyl)phenyl}-o-vaiinate
{CA)

Trade names: Apistan (Sandoz); Klartan (Sandoz): Mavrik (Sandoz2); Spur (Sandoz);
Yardex (Zoecon).

Chemical family: triflucromethyl; pyrethroid
Molecular formula: C,gH;CIF;N,O4

Molecular weight: 502.93

CAS Registry Number: 102851-06-9
Manufacturers: Sandoz.

Physical form: Viscous yellow oil {technical).
Boiling point: Greater than 450°C.

Vapour pressure: Less than 0.013 mPa at 25°C.
Specific gravity: 1.29 at 25°C.

Refractive index: n% 1.541.

Stability: Technical material is stable for at least 1 year at temperatures up to 50°C.
Undergoes decomposition on exposure to sunlight. Haif-life on hydrolysis at 25°C
and pH 3 or pH 6 is > 30 days, but at pH 9 is <1 hour.

Corrosiveness: Non-corrosive to slightly corrosive, depending upon the metal.

Solubility: tn water, 0.002 mg/Il. Soluble in aromatic hydrocarbons, alcohols, diethyl ether,
and dichloromethane. Partition coefficient (octanol/water} 7000.

Analysis of products: By HPLC with UV detection {W. L. Fitch et al. Anal. Methods
Pestic. Plant Growth Regul. 1984, 13, 79}, or by GLC. Details from Sandoz.
Analysis of residues: By GLC with ECD (W. L. Fitch et al. Anal. Methods Pestic. Plant

Growth Regul. 1984, 13, 79; W. Specht et al. Z. Anal. Chem. 1980, 301, 300).
Details from Sandoz.
Mode of action: Insecticide and acaricide with contact and stomach action.

Uses: Control of a wide range of insects {including Lepidoptera, aphids, thrips, leafhoppers,
whitefly, etc.) and spider mites on indoor and outdoor ormamentals, trees, apples,
pears, peaches, citrus fruit, vines, cereals, vegetables, cotton, tea, tobacco, and turf.
Also used for control of Varroa jacobsoni in beehives.

Phytotoxicity: Non-phytotoxic when used as directed.
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PESTICIDE DICTIONARY

Attachment 3

Foamer

Action/Use
ACTION: Fungicide.
USE: For various Ascomyccte, Basidomycete, Deuteromycete fungi in
cereals, fruit, vegetables.
FORMULATIONS: Dry granules, emulsifiable concentrate.
COMBINATIONS: Everest* (+ fenpropimorph + tridemorph), Twin*
(+ fenpropimorph) ( both BASF AG).
Registration Notes
OUTSIDE U.S.: Denmark: Twin.
Environmental Guidelines
SOLUBILITY: In water 900 mg/ (p11 1.1) - 45 mg/l (pH 78).
Safety Guidelines
SIGNAL WORD: CAUTION.
TOXICITY CLASS: 111
TOXICITY: (Rat): Oral LD, 1110 my/kg (male); 674 mg/kg (female).
(Rabbit): Dermal LD, >2000 mg/kg. Inhalation LC,, >5 mg/l.
EMERGENCY TELEPHONI: 800-441-3637 (Du Pont).
Flusul* — sce Basalin®.
Flutolanil — sce Moncut®.
Flutriafol — sce Ethirimol; Ferrax®; Imazalil; Impact*; Thiabenda-
zole; Vincit®,
Fluvalinate — see tau-Fluvalinate.
tau-Fluvalinate
BP: Sandoz Agro, Inc. {Mavrik®, Mavrik Aquaflow®, Spur®)
Sundoz 1Ad. (Mavrik®, Klartan®)
Identification
COMMON NAMES: Tau-fluvalinate (18O, ANSI, BSI); fluvalinate
(ANSI).
CONE NUMBERS: CAS 102851-06-9; SHA 109302,
Chemistry
COMPOSITION: (RS)-z-cyano-3-phenoxybenzyl N-(2-chlaro-c,o,0-tri-
fluoro-p-tolyl)-D-valinate (HUPAC).
PROPERTIES: Viscous yellow oil. Boiling point >450°C. Vapor pres-
sure <1 x 107 Torr, at 25”C. Soluble in most organic solvents.

o}
O CN

Fluvalinate
Action/Use
ACTION: Broad spectrum contact, stomach insccticide.
USE: For Coleoptera, Hemiptera, Lepidoptera, ete. on cereal, cotton,
fruit trees, plantation crops, polato, rape, vegetable, wine.
FORMULATIONS: Emulsifiable concentrate, flowable, ULV,
COMBINATIONS: Do not mix with strongly basic products.
Registration Notes
U.S.: Voluntary cancellation of dormant, non-hearing, and sced crop
usses of Spur® on some fruits, nuts, vegelables, and tobacco. The man-
ulacturer may sell or distribute existing stocks until April 1993,
Environmental Guidelines
HAZARDS: Fish: Toxic.
Safety Guidelines
SIGNAL WORD: WARNING.,
TOXICITY CLASS: L. .
TOXICITY: Tech (Rat): Oral LD, 261-282 mg/kg. Dermal >20,000 mg/
kg. (Rabbity: Dermal L1, >20,000 mg/keg.
PROTECTIVE CLOTHING: Wear goggles, face shield, rubber gloves
when opening or pouring formulated products.
Emergency Guidelines
FIRST All): Get medical aid. yes, immediately flush with water.
Skin, wash with plenty of soap, water. Ingestion, do NOT induce vom-
iting. Gastrie lavage indicated.
Fluxofenim — sce Concep™* 111,
Fly Bait Grits* Insecticide (bomyl)— Discontinued 1990 by
HACO, Inc.
Fly-Bate* — sce DDVP.
Fly-Die* — sce DDVP.
Fly Fighter* — sce DDV,
FMC 5452 — sec Endosulfan.
FMC 54800 — sce Tatstar®,
FMC 9044 —sce Morocide*.
FMC 9102 (metiram) — Discontinued by FMC Corp.
FMC 9260 (tetramethrin) — Discontinued by FMC Corp.
FMC 10242 — see Carbofuran.

Chemicals are cross-referenced by common and trade name
* — Trade Name/R/TM  BP — Basic Producer
'Information not updated by company for 1994

Pesticide Dictionary

FMC 11092 — sce Karbutilate.
FMC 17370 (resmethrin) — Discontinued by FMC Corp.
FMC 30830 — see Cypermethrin.
FMC 33297 — sce Permethrin.
FMC 35001 — sce Marshal*.
FMC 54800 — sce Talstar®.
FMC 57020 — see Command*.
FMC 67825 — see Rugby*.
Foam
I"'oam as used in pesticide application is a milky, sloshy solution which
releases the chemical to plant surfaces quickly. Foam applicating
equipment functions to produce many small bubbles by mixing the
spray formulation with air and a foaming agent. The greatest advan-
tage lies in the reduction of drift. Other benefits are an extension of
application time (wind no longer being an important factor), better
coverage, fewer reloading trips since less water is used, etc.
See Foaming Adjuvant.
Foam Buster*

BP: Helena Chemical Co.
Chemistry '
COMPOSITION: Dimethylpolysiloxane.
Action/Use
ACTION: Silicone defoamer and antifoam agent.
USE: For aqueous solutions.
Registration Notes
U.S.: For food use limitations refer to Title 21, CFR, and 173-340.
Safety Guidclines
TOXICITY CLASS: TV.
TOXICITY: Nontoxic.
Sece Foam Suppressant.
Foam Fighter*

BP: Miller Chemical & Fertilizer Corp. (Foam Fighter*)
Identification el
COMPOSITION: Dimethyl silicone fluid emulsion.
Action/Use
ACTION: Defoaming agent.
USE: Reduces foam in agricultural chemical sprayers, dip tanks.
Safety Guidelines
SIGNAL WORD: CAUTION.
TOXICITY CLASS: 111
(The) Foam Marker*

BI>: HACO, Inc.
Chemistry
PROPERTIES: Clear, yellow liquid.
Action/Use
ACTION: Foam marking agent.
USE: Agricultural foam marking agent with softeners, conditioners.
Environmental Guidelines
SOLUBILITY: Complete in water.
Safety Guidelines
SIGNAL WORD: CAUTION (May cause eye irritation).
TOXICITY CLASS: I11.
HANDLING AND STORAGE CAUTIONS: Harmful if swallowed. Do
not use, pour, spill, or store near heat, open flame.
Emergency Guidelines
FLASHPOINT: Combustible.
FIRST AID: Ingestion, give 1-2 glasses of water. If conscious, induce
vomiting by touching back of throat with finger or blunt object. Get
medical aid.
See Foam Marking Agent.
Foam Marking Agent
For use in foam generating equipment to mark limits of spray swath
and thereby avoid overlap or missed areas. Highly visible, stable foam.
Example: AgRHO FM* (Rhone-Poulenc Surfactants & Specialties).
Foam Suppressant '
Spray adjuvant useful for suppressing both surface foam end en-
trained air. S00cee
Some examples are: Surfynol* (Air Products & Chemicals, Inc.);
Foamgard® (Custom Chemicides); Foam Buster* (HelgR2 TChemical
Co.); Anti-Foam*, Defoamer* (Kalo, Inc.); Foamex*p eRbwdorsil*
(Rhone-Poulenc Surfactants & Specialties); Bubblegon™ (Sapag); Tay-

lor® Antifoams (Taylor Chemical); No Foam (Wilbur-Ellis Co.). b *: °e
Foamaster* t. . . M
BP: Henkel Corp. ¢ e
Action/Use .o ..:..:
ACTION: Defoaming-antifoam. ot L
Foamer* ) e XX Y]
BP: Helena Chemical Co. . .o :. .
4 o0
* o °
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F — Formuiator sees
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6690 Tau-fluvalinate

C,H,,CIF,N,0, (502.9)

pyrethroid insecticide Qﬂﬂ—c coocu
CHICHy), U \Q

Nomenclature

Common name tau-fluvalinate (BSI, draft E-ISO). Chemical name (IUPAC) (RS)-a-cyano-3-=
phenoxybenzyl N-(2-chloro-a,a,a-trifluoro-p-tolyl)-n-valinate. (C.A.) cyano(3-phenoxyphenyl)=
methyl N-[2-chloro-4-(trifluoromethyl)phenyl]-p-valinate (9CI1). CAS RN [102851-06-9]
tau-fluvalinate; /69409-94-5/ fluvalinate (DL-isomers) - many references in the literature have
been made, erroneously, to the latter rather than the former.

Development

Insecticidal activity of the various stereoisomers reported by C. A. Henrick ef al, (Pestic. Sci.,
1980, 11, 224) and by R. J. Anderson (J. Agric. Food Chem., 1985, 33, 508). Tau-fluvalinate,
has replaced fluvalinate, both introduced by Zoecon Corp. (now owned by Sandoz Agro AG)
(USP 4 260 633; 4 411 912): Trade Mark 'Mavrik’, 'Klartan’, 'Apistan’ (veterinary) (Zoecon).

|
|
Properties |
TC tau-fluvalinate is a viscous yellow oil; b.p. =450 °C (extrapolated); v.p. <0.013 mPa (25 i
°C); p 1.29 g/cm’; ny 1.541. Solubility: 0.002 mg/kg water; freely soluble in alcohols, aromatic

hydrocarbons, dichloromethane, diethyl cther. K,, 7000. Stahle > 1 y on storage at 50 °C;

exposure to sunlight DT, 9.3-10.7 min (aqueous solution buffered pli5), c. 1 d (thin film on

glass), 13 d (on soil surface); on hydrolysis (25 °C) DTy, >30 d (pH3 and pH6), <1 h (pH9)

ester moiety and ultimately the trifluoromethyl group hydrolysed at gigh pH; Soil DT, 6-8 d

(various soil types with o.m. 0.2-1.8%)

Formulations

'Apistan’, VP (10 g/kg plastic strip); ‘Mavrik 2E’, EC (240 g/l), ‘Klartan’, "Mavrik 2F', SC
(240 g/1). Mixtures: ‘Amalux’, (40 g tau-fluvalinate + 300 g quinalphos/l); ‘Mavrik B’, EC (72
g tau-fluvalinate + 200 g thiometon/l); ‘Procarb’ (Nippon Soda), WP (50 g tau-fluvalinate + 30
g hexythiazox/kg); ‘Torero’, twin pack (tau-fluvalinate + clofentezine). Discontinued
formulatiops: ‘Mavrik HR', EC; 'Spur', EW.

Uses

Tau-fluvalinate is potent, broad-range, foliar-applied insecticide and acaricide effective at 56-168
g Al/ha against Aphididae, Cicadellidae, Lepidoptera, Thysanoptera, Tetranychidae and
Trialeurodes vaporariorum on cotton, fruit trees, ornamentals, vegetables, trees and vines. Also
used to control Varroa jacobsoni in beehives.

Toxicology

Mammalian toxicity. Acute oral LDy: for rats >3000 mg tau-fluvalinate/kg. Acute

percutaneous LDy, for rats >20 000 g fluvalinate/kg; for rabbits >2000 mg/kg; a mild skin

and mild to moderate eye irritant. Acute inhalation LCg, (4-h) >5.1 mg tau-fluvalinate (as 240

g/1 EC)/I air. In feeding trials NOEL for rats 1 mg/kg daily. uu"
Non-mammalian toxicity. Acute oral LDy, for bobwhite quail >2510 mg tau-fluvalinate/kg. a s

LCsp (8-d) for mallard duck and bobwhite quail >5620 mg/kg dict; no effect observed on their **®*

reproduction up to 900 mg/kg diet (highest dose tested). Fish toxicity LCs, (96-h): for carp . sessee

0.0048 mg/l; for rainbow trout 0.0029 mg/l, LCy, (48-h) for Daphnia 0.0074 mg/l. Owing to " = m: LN
; ® LaE secens
Continued on next page Seee *"
L ]
LL LN sesee
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6690 Tau-fluvalinate continued

the low dosages needed for inscct control, field use is unlikely to generate problems but it should
not be applied where spray drift to aquatic systems can occur.

Analysis
Product analysis by hplc (W. L. Fitch et al., Anal. Methods Pestic. Plant Growth Regul., 1984,

13, 79) or by glc with FID. Residues determined by glc with ECD (idem, ibid.).

USE THE INDEXES TO FIND THE ENTRY NUMBER .

Page 429 seee
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BS 6916: Part 11: 1989 fluepipes. other components

Requirements for rating, design,
construction and testing for por-

Specification for  generaff] and accessories for solid-fuel-
design, performance, safe birning appliances with table residual current device
and construction requiremen maximum rated output having a rated voltage not e
for Internal combust 45 kW ceeding 250 V single-phase a.c.,
engined machines Specifies the requirements rated current not exceeding 16 :
Defines minimum requiremdgiits | appropriate tests for intergl. | a rated frequency not exceedi
for the general design, periffm- | freely exposed fluepipes. ffNo | 400 Hz and a rated resid
ance, safety and constructidgh of | current standard is superse operating current not exceediig
portable, hand-held.  inffrnal | 12 PAGE GRS n42 | 30 mA. No current standgifd
combustion engined chainaws. - is superseded
: t -l 3
Includes the technical datffto be BS 7.0 13. 1989 “87 J2 PAGE GRS P
: Specification for ental
available to the use the gypsum products )
minimum requirements for the | o ne Ton gt oo ciies BEquire- BS 1089: 1989 -
operator's manual a user Definition for nonwovens,
X . . ments and test metii#ds for . X il
instructions and toois. current Establishes a definition fognon-
. gypsum products for dghtal pur- X
standard is superseded poses, e.g. oral imfressions wovens. No current standfrd is
8PAGE GRS AGE2Y | hodels, casts or dies. flipersedes st:,per:ec(i;:dl s
) BS 4598: 1970, BS 473: 1971 and | ¥ PAC 3
BS 6979: 1989 BS 4796: 1972
Method for measjfement of BPAG‘E (’_R_' ice s4 | BS 7150: 1989
static deflection ffof power *ee Code of practice for gtruder
presses BS 7026: 1989 = 1808819 | ajarm systems witHll mains
Applies to statilf conditions. | Method for tection of | wiring communicatio
Mainly applicavieffo mechanical { hydrogen sulphigk in liquefied | Recommendations for fFonstruc-
open-{ront type jgvith capacities | petroleum gas using lead | tjon, installation and ogfration of
up to and inciuging 2500 kN, it | acetate intruder alarm systermjf using an
may also be apjflied to straight- | The presenc of hydrogen | existing mains electriglfl circuit to
sided and hgfirauiic presses. | suiphide at ncentrations of | provide interconnectfin between
Additionaily, j§f may be applied | greater than 4fhg per m’ of lique- | components. No currfht standard
to presses wih capacities over | fied petroleuglf gas is detected by | {s superseded
2500 kN. Nogurrent standard is | passing a vaglfurized sampie over | 3 pace GR3 FHM/4S
superseded moist lead jMretate paper under
20 PAGE GR MTE/l | controlled g¥nditions. No current
standard igkuperseded
BS 6989419389 w IS0 8456 [ 4 PAGE G Fe | A ptomo e
Guide tglf safety of storage A o
. P loose bulk BS 706§ 1989 = IS0 9660 series
i::[‘ep;.“e or leo u Specifigftion for volume and
: file strjfct f compact read
Covers iffe special safety rules for 1'e strgeture o me 2 BS AU lc: 1989 = iSO 337
. only oftical disks (CD-ROM) for . N i X
constryfition (design and manu- inf. tion interchange Specification f@f dimensions of
factur installation  (design or on inte g . *50' fifth whelfl king pin for
¢ and  ent \ m‘ Speciffes the volume and file i.crailers
manujgcture - and entry = in re of compact read-onjy | SEMu-tralers . N
)} and utilization (oper- . Gives basic, nting and inter-
; { disks (CD-ROM) for the -~ :
d maintenance) stages of : ; changeability kmensions. Super-
h ilos. st bi d change of information desBS AU N 1977
oppErs, S OS' sbgragea[ens as een users of information | S€Ces N A )
an i gates. Mo pffcessing systems. No current | ¢ PACE GR2 AUEID
cugfent standard is superseded ndard is superseded
wuen | P 0S0P st | BS AU 16§ 1989
A Specificati for electrical
6999: 1989 S 7071: 1989 cable coghectors (17.5
ecification for vitreous- §Specification for portable | maximum gontinuous rating)
nameliled low-carbon-steel g residual current devices Speciiies uirements for bullet
- and tube pe connectors. Super-

sedes BS

Common names for pesticides
(Addendum to BS 1831)

The following names have been provisionally adopted by [SO and
approved by Technical Committee CIC/48 ‘Common names for pesti-

cides', for eventual inclusion in BS (831. These names will not be 228: Part 1: 1989

brackets following each name shows the classification of the pesticide

by use, according to the key on page 6 of BS 1831: Part 1: 1983.
mendations to

arisons between
ined by different
. No current standard

The layout of entries is as follows: Common names; pronunci-
ation; (key); chemical name.
floo-uvdl-i-nat (I'A)
N-(2-chloro-a.a,a-trifluoro-p-tolyl)-

fluvalinate
(RS)-a-cyano-J-phenoxybenzyl

BSt NEWS APRIL 1989

16: 1963 and BS AU
hich was withdrawn

AUEN6

included in a supplement to BS 1831: 1969 until final international . = 150 6487

adoption, when additional information will be given either in a ication for measurement

supplement to the 1969 edition or in the next revision. The key in . and general
mentation

facilitate
results
labora-

pL-valinate AGE GRI AUET
tau-fluvaiinate tor-floo-wdl-1-nat 4] AU 228: Part 2: 1989
(RS)-.u-cyano-.')-phenoxybenzyl N-(2-chloro-a.a,a-trifluoro-p-toiyt)- - 180 R721
D-valinate pecification for measurement
A copy of this announcement may be obtained on application to echniques using optical
Mr M R Bell, at BS! Head Office. The reference 89/50879 should bc linstrumentation
quoted, and a stamped addressed envelope enclosed. Defines performance criteria

using an optical data channe|
facilitate comparisons betwe
results obtained by differd
laboratories. No current standffd
is superseded
4PAGE GR3

BS AU 229: 1989 .
Specification for
symbols to designate
fluid types in road vehicllh
Specifies the graphical s
and colours used to ident;
correct type of fluid to

for petroleum base al non-
petroleum base brakqll fluid
systems. No current stafidard is

superseded
4PAGE GR2

Please give the refere
not the BS number

486: 1981 FRB/2

pressure pipes and jfints
AMENDMENT NO 1 AMD 5532
499:— WEE:]

for symbols for
AMENDMENT NO |

535: 1987 LGL 6
Specification fofflight sources for
minars' portabllf electric lamps

AMENDMENT NO. GR2 AMD 5863

3656: 1981
Specification fbr asbestos-cement
pipes, jointsl and fittings for
sewerage andfdrainage

FRB72

AMENDMENT D1 GRO AMD 5531
4398: 194 RUM/2S
Specificatiq for compounding

ingredientgfor rubber test mixes
AMENDMENE NO 3 GR1  AMD 5217
4727 GEL'1

Glossary i of electrotechnical,
power, (llecommunication, elec-
ghting and colour terms
rt 2:—Terms particular
engineering

art 2: Group 11: 1986
ion, transmission and

AMENBMENT NO ! GR3  AMD 5524
S4gp:—, o GSEBL
Cudll of eprackigq for domestic

s42: Pd¥g J; 979 Installations
infbermanent dwellings

NOMENT NS 1 GR2  aMDN W
oo 14 o o

. .
H50:— o o csorere

ructurdl ufe® of steelwenke e
uilding eeee °..
F950: Pegt S, 1987 Code of prac-
ice for design of cold’ Y&ﬂ\!d.
sections [T XY

! AMD 6957
AMENDMENT ®O L GRATIS
[ X N}
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Attachment 6

ourrer: 1S0/TC 81

Secretariat of ISO/TC 8! Date: 1 February 1989

Dr A Riggenbach
Agro Development
§andoz Ltd

4002 Basel
Svitzerland

Dear Dr Riggenbach

I1S0/TC 81 - Common names for pesticides and other agrochemicals
Proposed common names fluvalinate and tau-fluvalinate

Many thanks for your letter of 9 September 1988 and the trade mark reports and
other infdrmation that was enclosed. '

I can now tell you that the ISO/TC 81 Secretariat Committee has considered the
responsea to the circulation of the above two proposed common names, and I am
pleased that, in each case. the name was considered acceptable. Accordingly
both fluvalinate and tau-fluvalinate will be included in a list for letter
ballot as a draft Addendum to ISO 1750.

These namea can now be considered to have the status of draft 130 common names.

I am very grateful to you for facilitating the progress of these names which, as
you know, has been less than straightforvard, -

Yours sincerely

M R BELL
for UK Seeretariat o .
. :0.0..
MRB/JB Y
. ]
[ X X XY
. €c: Mr H Aebi, SNV . cee
o0 ) : :.:
o o * L 4
L 4 eo0ese

LX)
A ‘ * oo : LI *
2 Park Streat. London W1A 2BS Teléphone: 01-028 8000 Telex: 266933 BSILON G Fax: (Gr2/3) 01.820PEQN » .
LA XN}
(&1 X]
[ ]
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Attachment 73
—— Prvane Cirealist o, !jocument: '89/50880
Ourref: CIC/48
2 Park Street
Telephone: 01229 8000 . Dase: 13 February 1989
Telex: 266933 BSILON G .
Fax Gr 2/3: 01-629 0506
Technical Committee CIC/48
—Common names for Pesticides
APPROVED COMMON NAMES
Key to serial numbers
fluvalinate (691)
. tau~-fluvalinate (827)
[ ] L ]
(A X ¥ X Y
o000
[ XX XY
L g [ XX FRY)
[ ] o o
L X ] [ ) [ ] e
® o9 [ ]
LJ e ¢sseee
[ ] [ ]
es s e [ X ]
..:' [ XX XY
[ ]
[ ] 20000
L o0
e o L ]
B [ AN X
PE/1/CR o=1- ++83/50880
sece
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Recommended
common names

(pronunciations)

Chemical name

Structure

lUse

Malecular formula|{ CAS Registry number

fluvalinate

v v -
floo-val-i-nat

(RS)-0—~cvano-3-phenoxybenzyl N-(2-chloro-
g, o, o-trifluoro-p-tolyl) gL»val1nate

NH—CH COO—CH
cﬁCll
CH

CoeHppCIF3No05 69409-94-5
(RS) 3-ph b 1 N-(2-chl . ¥ o
tau~-fluvalinate RS)-a-cvano-3-phenoxybenzyl N-(2-chloro- x
v o o o, o-trifluoro-p~tolyl)-D--valinate FBC ““"S“C cH "
tor-floo-val-1-nat B _ CH CN =~
ci, “cH
I
026H2201F3N203 102851-06-9
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

DEC 20 1993 CRTESS2Y,

I3 HL

I, George T. LaRocca, Product Manager 13, Insecticide-
Rodenticide Branch, Registration Division, Office of Pesticide
Programs, Office of Pesticides and Toxic Substances, U. S.
Environmental Protection Agency, do hereby certify that the
pesticide product listed below is currently registered with this
Agency under the Federal Insecticide, Fungicide, and Rodenticide
Act, as amended, that the label attached is a true, correct, and
compared copy of the correspondence of record, and that the product
may be sold and marketed in the United States of America for the

. uses indicated on the label.

The product registration listed below has been issued to:

SANDOZ AGRO, INC.
1300 East Touhy Avenue
Des Plaines, IL 60018

EPA Registration Number Name of Product
55947-104 FLUVALINATE TECHNICAL
. IN WITNESS WHEREOF
I have hereunto set my hand

and affixed the seal of the
U.S. Environmental Protection
Agency this 20th day of
December A. D. 1993.

George T. LaRocca

Product Manager (13)
Insecticide-Rodenticide Branch
Registration Division (H7505C)

Enclosure

CONCURRENCES

SYMBOL

sssassssnsnsnsns e sessmse .

ssnssssssnssnnanad sasfanas sens .

DATE

EPA Form 1320-1A (1/90) Printed on Recycled Paper OFFICIALIMLE COPY
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

MAY 2 6 1993 3l S5 900
/j7r23

Mr. Jeff W. Popp
Registration Specialist II
Regulatory Affairs

S8ANDOZ AGRO, INCORPORATION
1300 East Touhy Avenue

Des Plaines, Illinois 60018

Dear Mr. Popp:

. Subject: Revised Confidential Statement of Formula (CSF)
PR Notice 91-2 and Label Revision
FLUVALINATE Technical |
EPA Registration Number 55947-104
Your Resubmission Dated April 16, 1993

The revised CSF and labeling referred to above, submitted in
connection with registration under the Federal Insecticide,
Fungicide, and Rodenticide Act as amended is acceptable provided
that you make the labeling changes listed below before you
release the product for shipment bearing the amended labeling

* Delete the word "Trees." This is too broad and could
imply forest trees. The current site descriptor
"indoor and out door ornamental plantings" already
includes ornamental trees.

. Submit five (5) copies of your final printed labeling before
you release the product for shipment.

A stamped copy of the labeling is enclosed for your records.
Sincerely yours,

George T. LaRocca

Product Manager (13)
Insecticide-Rodenticide Branch
Registration Division (H7505C)

CONCURRENCES

sSyYMBOL

sEssssessdanan R L1 ssfesssssvtsssssssanfvonnasn .
SURNAME

. sdens ssssenslins assanees LLLLL]

DATE

EPA Form 1320-1A (1/90) Printed on Recycled Paper OFFICIAL FILE COPY




ACCEPTED
with COMMENTS

in EPA Letter D& .

Under the Fegeral Insechcmn,,
Fungicide, and Reodenticide A«

as amended, for the pestm

S SANDOZ
registered under EPA Reg.

FLUVALINATE

TECHNICAL

AN INSECTICIDE-ACARICIDE FOR
MANUFACTURING USE ONLY

ACTIVE INGREDIENT:
(aRS,2R]}-fluvalinate [(RS-a-cyano-3-phenoxybenzyl
(R)-2-[2-chloro-4-(trifluoromethyl) anilino}-3-methyl-

butanoate]* .. ... ... 87.2%
INERTINGREDIENTS: ......... .. ... ... ......... 12.8%

Total . .. 100.0%

- *U.S. Pat. 4,260,633 & 4,411,912

.PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

WARNING
OPEN CONTAINER IN WELL VENTILATED AREA.
DO NOT BREATHE FUMES

EPA Reg. No. 55947-104 NET CONTENTS:
EPA Est. No.55947-TX-1 245Kg (540 Ibs.)
Refer to analytical label on this LOT NO.:

drum for exact analysis of this lot. Specific gravity: 1.29

‘Moy be fatal if swallowed. Causes moderate eye irritation. Avoid contact with skin,

eyes or clothing. Wash thoroughly with soap and water after hondling and before
eating or smoking. Remove contaminated clothing and wash thoroughly before
reuse. Sensitive persons may temporarily experience an itching, burning sensation,
with or w1thouxo;d§h foudng't‘kposgre Avoid hand or sleeve-to-face exposure.

.‘ : ENVIRONMEMI'A]. HAZARDS

This product is hnghly toxic to fish or oth®r aquatic organisms. Do not discharge
effluent containing this product directly into lakes, streams, estuaries, oceans or
public walers ualess this produgt is sgegitically addressed in an NPDES permit. Do
not discharge &ifldent,dontalhirf thig proquct to sewer systems without previously
notifying the $evjofe Streagngnte pi:nt-suthomy For guidance, contact your
Regional Office o thesBnvironmentebProtaction Agency

NG PG SOF

STORAGE AND DISPOSAL

Do not contaminate water, food, or feed by storage or disposal. In case of spill or
leak, ventilate area well, then soak up with soil or other absorbent material.

STORAGE
Store away from direct sunlight or heat. Pesticides must be stored in a secured area
away from other products, food or feed.

DISPOSAL

Wastes resulting from the use of Fluvalinate Technical may be disposed of on site or
of any approved waste disposal facility.

Metal Containers: Triple rinse (or equivalent). Then offer for recycling or
reconditioning, or puncture and dispose of in a sanitary landfill, or by other
procedures approved by state and local authorities.

STATEMENT OF PRACTICAL TREATMENT
IFIN EYES

Flush eyes with plenty of water. Get medical attention if irritation persists.

IF SWALLOWED

Call a physician or Poison Control Center. Drink 1 or 2 glasses of water and induce
vomiting by touching back of throat with finger. Do not induce vomiting or give
anything by mouth to an unconscious person.

IF ON SKIN
Wash with plenty of soap and water.

PHYSICAL/CHEMICAL HAZARD
Do not use or store near heat or open flame.

DIRECTIONS FOR USE

Only for formulation into an insecticide for the following use(s): other
manufacturing use products, turf, trees, indoor and outdoor ornamental plantings
and plontscapes. Uses for which U.S. Environmenial Protection Agency has
accepted the required data and/or citations of data that the formulator has
submitted in support of registration; and uses for experimental purposes that are in
compliance with U.S. Environmental Profection Agency Requirements.

This product may not be used or referenced as a source of ingredient in the
formulation, manutaciure or registration of any products without prior written
authorization from Sandoz Agro, Inc.

HMITATIRN SN CREARIT MO

Motice: Read this Limitation of Warranty ond Limitation of Liobility before buying or using this product. If the terms are not acceptable, retum the product of once,

wnopened, ond the purchase price wil be cefunded.

1 is impossible to elminate ol risks inherently associated with the use of this product. Crop infury, ineffectiveness, or othes urintended consegquences moy resutt becouse

of such foctors os weathes conditions, presence of other moterials, or the monney of use or application, ol of which are beyond the control of Sendoz or sefler. AN such

risks shall be ossumed by buyer or user

Sondaz worants, that this product confoms to the chemicol description on the label and i reasonably fit for the purposes stoted in the Directions for Use, under nomnot

use (onditions, subject to the risks described chove. Sandoz makes o other axpress or implied warronty of fitness or of merchantability or any

othes express or implied warranty.

lnmemﬂsldl&ndolusehbehﬁbhmwndmd(msewuﬂduspeuﬂdmwesmdmhunﬂnmeuhmli of this product. The exdusive
olthemubuyu,mdﬂneuluﬂnlluﬂlifydhlduuuﬂubtmmd Lm injuries or damoges

mhaghﬂ ptodnamdldlboolzo llhepmdm; o'r:h“:;dud uﬂol«ﬂlnolioadommeﬂ:
of this the return ol price o, at 2 of

replacement of the product.

Sondoz and sellet offes this produc, and buyer and user accept i, subjedt to the foregoing kmitations of warronty and fimitotion of Sabdity, which may not be modified by

ony oral or written ogreement.
©1993 SANDOZ Afzg.{;) INC.
1-20-AE

45 SANDOZ

SANDOX ASRO, B6C.
1300 EAST TOUHY AVENUE, DES PLAINES, ILLINOIS 60018



EPA Form 8570-1 (Rev. 12-90)

Please read Instructions on reverse before completing form.

Form Approved. OMB No. 2070-0060. Approval expires11-30-93

United States Environmental Protection Agency . : OPP Identifier Number
(A) Office of Pesticide Programs (H7505C) Registration :
‘.-’ Washington, DC 20460 Amendment
Application for Pesticide: X | Other 163293
Section |
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
SANDOZ/55947-104 G. LAROCCA
4. Company/Product (Name) PM# D None D Restricted
SANDOZ/FLUVALINATE TECHNICAL I3

5. Name and Address of Applicant (Include ZIP Code)

SANDOZ AGRO, INC.
1300 EAST TOUHY AVENUE
DES PLAINES, IL 60018

l:l Check if this is a new address

6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
(b)(i), my product is similar or identical in composition and labeling
to:

EPA Reg. No. 55947-104

Product Name FLUVALINATE TECHNICAL

Section i |

Amendment - Explain below

t Resubmission in response to Agency letter dated -

Notification - Explain below.

Final printed labels in response to
X | "Agency letter dated 7714/90 & 11/9/92

“Me Too" Application.

X Other - explain below.

Explanation: Use additional page(s) if necessary. (For section | and Section I1.)

COMPANY NAME WAS CHANGED ON THE LABEL TO REFLECT NEW CORPORATE NAME.

Section Il
1. Material This Product Will Be Packaged In:
Child-Resistant Packaging | Unit Packaging Water Soluble Packaging 2. Type of Container
Yes* Yes Yes | X |Metal
. . Plastic
X No | X] No E No Glass
“Var " Paper
If "Yes, No. per If "Yes,” No. per Other (Specify)
* Certification must be |Unit Package wgt. container | Package wat. container
|

3. Location of Net Contents Information

4. Size(s) of Retail Container

5. Location of Label Directions
On Label

Label El Container 245 KG. (540 LBS.) On Labeling accompanying product
6. Manner In Which Label Is Affixed To Product Lithograph
X | Paper glued I:] Other ( )
L___| Stenciled
Section IV

1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this application.)
Name Title Telephone No. (Include Area Code)

JEFF W. POPP REGISTRATION SPECIALIST II (708) 390-3734

Certification

both under applicable law.

| certify that the statements | have made on this form and all attachments thereto are true, accurate and complete.
| acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or

6. Date Application
Received

(Stamped)

2. Signature 3. Tifle
Q% }/ ’@a’[p@ REGISTRATION SPECTALIST IT
4. Typed N ; 5. Date
JEFF W. POPP ,QM /é/ /995 148

Previous edilions are obsolete.

White - EPA File Copy (original) Yellow - Applicant copy




PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS

W ON NOT : Public reporting burden for this collection of information is
estimated to average 0.85 hour per response, including time for reviewing instructions, searching existing data sources,
gathering and maintaining the data needed, and completing and reviewing the collection of information. Send comments
regarding the burden estimate or any other aspect of this collection of information, including suggestions for reducing this
burden, to Chief, Information Policy Branch, PM-223, U.S. Environmental Protection Agency, 401 M Street, SW, Washington, DC
20460; and to the Office of Information and Regulatory Affairs, Office of Management and Budget, Washington, DC 20503.

INSTRUCTIONS: Tthis form is to be used for all applications for new registration, end use reregistration, amendment,
resubmission, to applications for notifications, final printed labeling, reregistration, etc. In order to process an
application for a new registration submitted on this form, the following material must accompany the application:

1. Certification with Respect to Citation of Data (EPA Form 8570-29). [If not exempted by 40 CFR 152.81 (b) (4)1;

2. Confidential Statement of Formula (EPA Form 8570-4);

3. Formulator's Exemption Statement (EPA Form 8570-27);

4. Five copies of draft labeling;

5. Three copies of any data submitted;

6. Authorization letter where applicable;

7. Matrices where applicable.
Submission of Labeling - Labeling should first be submitted in the form of draft labels with all applications for new
registration. Such draft labels may be in the form of typed label text on 8.5 x 11 inch paper or a mockup of the proposed
label. 1f prepared as a mockup, it should be constructed in such a way as to facilitate storage in an 8.5 x 11 inch file.
Mockup labels significantly smaller than 8.5 x 11 inches should be mounted on 8.5 x 11 inch paper for submission.
Submission of Data - Data submitted in support of this application must be submitted in accordance with PR Notice 86-5.

determine the type of registration action, listed in Block A, for which you are submitting this application. For
applications submitted in connection with New Registration actions, Sections I, III, and IV must be completed by the
applicant. For applications submitted in connection with amended registration actions, resubmissions, notifications,
reregistrations, etc., Sections I, II, and IV must be completed by the applicant.

Block A - Check the appropriate action for which you are submitting this form.

SPECIFIC INSTRUCTIONS: Please read the instructions listed below before completing this application. First .

SECTION T - This section must be completed, as applicable, for all registration actions.

1. Company/Product Number - Insert your Company Number, if one has been assigned by EPA. This number may have been assigned
to you as a basic registrant, a distributor, or as an establishment. If your product is registered, insert the Product
Number .

2. EPA Product Manager - If known, fill in the name and PM number of the EPA Product Manager.

3. Proposed Classification - Specify the proposed classification of this product.

4. Product Name - Enter the complete product name of this pesticide as it will appear on the label. The name must be
specific to this product only. Duplication of names is not permitted among products of the same company. Do not include
any brand name or company line designations.

5. Name and Address of Applicant - The name of the firm or person and address shown in your application is the person or firm
to whom the registration will be issued. If you are acting in behalf of another party, you must submit authorization from
that party to act for them in registration matters. An applicant not residing in the United States must have an
authorized agent residing in the United States to act for them in all registration matters. The name and complete mailing
address of such an agent must accompany this application.

6. Expedited Review - FIFRA section 3 (c) 3 (B) provides for expedited review of applications for registration, or amendment
to existing registrations, that are similar or identical to other pesticide products that are currently registered with
the EPA. In order for your application to be eligible for expedited review, you must provide us with the EPA Registration
Number and product name of the product you believe is similar to or identical to your product. The product must be
similar or identical in both formulation and labeled uses.

SECTION IT - this section must be completed for all applications submitted to amend the registration only of a
currently registered product (Amendment), for a resubmission in response to an Agency letter, for notifications to the
Agency, for the submission of final printed labeling, for reregistration and for any other action that pertains to a specific
EPA-registered product. This section is not to be used for a new application for registration.

1. Subject of submission - Check the applicable block and provide the Agency letter date if appropriate. Provide a brief
explanation of the purpose(s) for the submission, such as “the addition of a site, pest or crop (specify)"; "amend the
Confidential Statement of Formula by..."; "reregistration submission"; general label revision of use directions." Attach
a separate page if additional space is needed.

SECTION Packa and Containe o) tion) - This Section must be completed for all

applications submitted in connection with new registration or applicable amendments.

1. Type of Packaging - Check the appropriate block if your product will be packaged in the indicated packaging types.
Indicate the size of the individual packets and number per retail container.

2. Type of Retail Container - Indicate type of container in which product will be marketed.

3. Location of Net Contents - Specify the net contents of all retail containers for your product.

4. Size(s) of Retail Container - Specify the net contents of all retail containers for your product.

5. Location of Use Directions - Indicate the location of the use directions for your product.

6. Manner in which label is affixed to product - Indicate the method product label is attached to retail container.

S ON Contact Point) - This Section must be completed for all applications for Registration actions,
i.e., new products registration, resubmission, "me-too," reregistration, etc.
1-5. Self-explanatory. 149

6. EPA Use Only.




2 A UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
g WASHINGTON, D.C. 20460

NOV 2 9 1994

OFFICE OF
PREVENTION, PESTICIDES AND

MEMORANDUM TOXIC SUBSTANCES

SUBJECT: Fluvalinate Technical, EPA Reg. No. 55947-104.
Proposed Change in Nomenclature. Sandoz Agro Letter
Dated 10/19/94.

DP Barcode: D209046. CBTS # 14669.

FROM: Michael T. Flood, Ph.D., Chemist IJL\JL @L&

Acting Branch Senior Scientist
Chemistry Branch I -- Tolerance Support
Health Effects Division (7509C)

THROUGH: Richard A. Loranger, Ph.D. 12 lfﬂmﬁﬂ?fﬂ/
Acting Chief .

Chemistry Branch I -- Tolerance Support
Health Effects Division (7509C)

TO: George LaRocca/Adam Heyward, PM 13
Insecticide~Rodenticide Branch
Registration Division (7505C)

Conclusion and Recommendation

CBTS has no objection to use of tau-fluvalinate on Sandoz
label to refer to half resolved fluvalinate. The IUPAC name is
also acceptable.

Detailed Considerations

In a letter dated 10/19/94, Sandoz Agro, Inc. proposes to
change the name of "fluvalinate" in U.S. registrations to "tau-
fluvalinate". This name has appeared on registrations in Europe
since 1989 and reflects the half resolved form of fluvalinate.
It is an approved ISO, ANSI and BSI name. Racemic fluvalinate
consists of four isomers (SS+SR+RS+RR). Half resolved
fluvalinate consists of two isomers. CBTS agrees that the name
of "tau-fluvalinate" is a useful means of distinguishing the half
resolved fluvalinate from the completely racemic mixture. We
therefore have no objection to its adoption as the more specific
name.

On its current labels, Sandoz uses the chemical nomenclature

led/Recyclable
QE&g}HW”WMSﬂWW““mNW““m“

wnﬁmdhaﬂmrww



2

"(a=RS,2R)-fluvalinate {(RS)=-a-cyano-3-phenoxybenzyl (R)=-2{2-
chloro-4-(triflurormethyl)anilino}-3-methyl-butanocate}. As the
company notes, this nomenclature is recognized and acceptable to
reflect the half resolved nature of tau-fluvalinate. However, to
make the nomenclature compatible with registrations in other
countries, Sandoz proposes to change its nomenclature to the
IUPAC name {(RS)-a-cyano-3-phenoxybenzyl N-(2-chloro-a,a,a=
trifluoro-p-tolyl)-D-valinate}. The IUPAC name appears in the
January 1994 Update of the Agrochemicals Handbook, the Farm
Chemicals Handbook, 1994, The Pesticide Manual, 1991, BSI News,
April, 1989. Again, CBTS has no objection to the proposed change
in chemical name.

cc: SF, RF, Circu., List B Rereg. File, Mike Flood
. RDI: Acting Branch Chief:RALoranger:11/22/94.
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is??)(')‘EbAo;T?DGLJ:{‘Y,:A\,g\f(JE, DES PLAINES, ILLINOIS 60018 A SAN DOZ

CORPORATE HEADQUARTERS
TEL. 708.699.1616

April 16, 1993

Mr. George LaRocca

Product Manager (13)
Insecticide-Rodenticide Branch
Registration Division (H7505C)

U.S. Environmental Protection Agency
401 M Street (SW)

Washington, DC 26460

SUBJECT:  FLUVALINATE TECHNICAL
EPA Registration Number 55947-104
US EPA Requested Label Changes

Dear Mr. LaRocca:

Please find enclosed for your acceptance the requested five (5) copies of our final printed
labeling incorporating required changes. | would appreciate it greatly if | could receive an EPA
stamped approved copy of this label from you for our records.

In your correspondence dated 11/9/92, in reply to Mrs. Hillebold’'s 10/15/91 label amgndment
notice, you accepted our amendments providing that we make a few label changes. Co‘hcermng-- see
item #1, the first paragraph under the heading "Directions for Use" was replaced vp}ﬁ “the form ° *
stated in your letter (which follows part V of PR 91-8). Concerning item #2, the requested‘“"
revision of our label’s container disposal statement to reflect the products metal dsum setorage,
was made. Concerning item #3, | consulted our Quality Assurance people about your questloo.. o'
that our Lower Certified Limits cannot be lower than 84.6%. The limits we are oermym onour .
CSF are based on + four (4) standard deviations (approx. 5.0%) around the nommal'""
concentration from a five batch analysis of technical fluvalinate and are due to the varJable nature °°
of our current manufacturing process. Thus, we are standing by our 5/22/91 CSK§.eértifieq’
limits and cite 40 CFR 158.175 (c) parts 1-4 as support. e,

In addition, our company logo was changed throughout the label to reflect our current corporate
name.
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~Mr. George LaRocca
- Page 2 of 2
April 16, 1993

o 9If§§‘/'ou have any questions concerning the above label changes please feel free to call me at (708)

390-3734.

Sincerely,
SANDOZ AGRO, INC.

%W.@&W

'Registration Specialist li
"Regulatory Affairs

JWP/ve
Enclosures

153
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A

PRODUCT CHEMISTRY REVIEW °

TO: PM FROM: Reviewer: )NDJRA (:ln“eol—n Date: C"l ’r-/ !ﬂz
EPA REG. NO.: 254477 - 101 proDUCT NavE: )| VA (AT TECHNICHL -

FOOD USE ( ) INERTS CLEARED: C (), D (), E () NON FOOD USE ( )
21 CFR PARTS 170-199: ( ) TOXIC INERTS LIST 1( ), 2( )

Please provide the requested informationifor the following checked items:
1. [ ) Submit the product specific product chemistry data for your product. [ ] If
.submitted earlier, provide MRID Number(s). [ ] Your product is not sufficiently

‘'similar to the product you referenced. . .

2 Ih reference to the Confidential Stétement of Formula (CSF), please provide the
following: :

') [ 1 a) pH of product or pH at a specified water dilution.
[ ] b) Density of product.

" { ] ¢) Flash point of product.

{ ] d) Flash point of product with propellent as per item #6(q) or item #5(c).
[ ] ‘e) Flame extension of product including. flashbacks if noted.
11 H 'The-ﬁppér.andvldwez certified limits based on the bure éctive‘inérédients
rather than the technical or concentrate. Note that the lower limit of the

active ingredients must be the same as the label claim in pure active form.

{ ] g) The upper and lower certified limits of the individually added inerts.

.) (1w
oV
{1 1) \&
AN

O
(1 3
3. [\}//g;sed on tﬁo current CSF dated C>51 ZZZ}CII ,‘your product will -adt meet
the label claim for the active ingredient.
r) i ' L N Y ey o b i - B ‘cex | .
"Jhe t\e%,'s)'mn;'hqs ibomiTec) e o cmendecd CS 7+ Label or thesTTethne e

Gk Dreriores hedbe | +C S cwed §5.07 o )auhue Ufﬁb{(} ienl” ) Cmd U’\L Lkr'ne_;y,-!c.d CSF+

Labe) are Jor 8727 *her - e por o duct Chemisba) Cruidleles St 6122
1}0‘" TGAI . W\L f)ﬂ(lll’s)' vee) hes o fgred do PIRID # LIEe quOPZL T el s
O“ @/& Qmebldw\ qf’(,lf\m Q\ o5 3‘1&}&.(\ d hove ) thrﬁ ulfL T ’ / % Jr

- \ \ '-mc{u
-' fabecl v U qumended C.5.F e Lm(,luctc‘ ! H@Cﬁ Uap- e
'vab QGC-)’\W’ /hf“ no sb)e&um N alle Y‘)MC} Lhe vapbl(’-d Cumel "*‘U)




o -2-
PRODUCT CHEMISTRY REVIEW (cont’d)

4. ( ] Provide the chemical identity of all components, the percentage composition, CAS
Registry Number, and Material Safety Data Sheet (two copies) for the following
compounds : i

1.

The supplier may contact EPA directly referencing the File Symbol or EPA
Registration Number in their response. For dyes, provide the color index and CAS
Registry Numbers for all components. For perfumes and flavorings, provide for
each component in the mixture: the chemical name, CAS Registry Number, and the
percentage or range in percentage in the mixture. Certify that flavors are nq’
food type. The confidential information submitted by the suppliers is kept S
confidential under FIFRA Section 10.

S. In the proposed labeling, provide the following information:

[ 1] a) Update the label Storage and Pesticide and Container Disposal Statements in
accordance with [ ) PR Notice 84-1 for non—-aerosol containers for houses and
institutional uses or { '] PR Notice 83-3 for all other uses, :

[ ] b) Add the heading PHYSICAL OR CHEMICAL HAZARDS to the label and the appropriate
statement per 40 CFR 156.10(h) (2) (iid).

{ 1] <¢) Under the heading PHYSICAL OR CHEMICAL HAZARDS, list the product as Extremely
Flammable (because your product contains flammable propellents).

{ ] d) Provided that the solvent does not have insecticidal activity, it should be. .
removed from the ingredient statement active ingredient listing and the .
percentage added to the inert ingredients. If the solvent has insecticidal
properties, provide the BPA Regiatration Number.

{ 1" e) Add a footnote to the ine:t 1ngredients xndicatxng° ‘Contains aromatxc.
: 'pettoleun diatillatea, ‘xylene or xylene-range aromatic solvent.

[ ] £) Since your data matrix does not provide a dielectrical breakdown voltage, you
must add the following statement to the Physical or chemical Hazards heading:

Do not use this ptoduct in or on electrical equipment
due to the possibility of shock hazard.
f?r“«%f ' ‘

WS A S e f’dk |
o be (o
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DP BARCODE: D190597

CASE: 052150 DATA PACKAGE RECORD DATE: 04/23/93
SUBMISSION: 5439651 BEAN SHEET Page 1 of 1

* * * CASE/SUBMISSION INFORMATION * * *

CASE TYPE: REGISTRATION ACTION: 346 RESUBMISSION
CHEMICALS: 109302 Fluvalinate * 85.0000%

ID#: 055947-00104 FLUVALINATE TECHNICAL
COMPANY: 055947 SANDOZ AGRO, INC.

PRODUCT MANAGER: 13 GEORGE TLAROCCA 703-305-6100 ROOM: CM2 204
PM TEAM REVIEWER: ADAM HEYWARD 703-305-5021 ROOM: CM2 206
RECEIVED DATE: 04/19/93 DUE OUT DATE: 07/18/93

* % * DATA PACKAGE INFORMATION * * *

DP BARCODE: 190597 EXPEDITE: N DATE SENT: 04/23/93 DATE RET.: / /
CHEMICAL: 109302 Fluvalinate
P TYPE: 001 Submission Related Data Package

DMIN DUE DATE: 06/07/93 CSF: Y LABEL: Y
ASSIGNED TO DATE IN DATE OUT

DIV : RD / / /) /

BRAN: RSB / /

SECT: PCRS / /

REVR :(Pang / / / 7/

CONTR:  H-3g.d3 / / /7

* % % DATA REVIEW INSTRUCTIONS * * *

Attached for your review response from Sandoz regarding
revised CSF,

* * % ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * *

DP BC BRANCH/SECTION DATE OUT DUE BACK INS CSF LABEL
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DP BARCODE: D190597

CASE: 052150 DATA PACKAGE RECORD DATE: 04/23/93
SUBMISSION: 5439651 BEAN SHEET Page 1 of 1

* * * CASE/SUBMISSION INFORMATION * * *

CASE TYPE: REGISTRATION ACTION: 346 RESUBMISSION
CHEMICALS: 109302 Fluvalinate 85.0000%

ID#: 055947-00104 FLUVALINATE TECHNICAL
COMPANY: 055947 SANDOZ AGRO, INC.

PRODUCT MANAGER: 13 GEORGE LAROCCA 703-305-6100 ROOM: CM2 204
PM TEAM REVIEWER: ADAM HEYWARD 703-305-5021 ROOM: CM2 206
RECEIVED DATE: 04/19/93 DUE OUT DATE: 07/18/93

* * % DATA PACKAGE INFORMATION * * *

DP BARCODE: 190597 EXPEDITE: N DATE SENT: 04/23/93 DATE RET.: / /
CHEMICAL: 109302 Fluvalinate

P TYPE: 001 Submission Related Data Package
‘MIN DUE DATE: 06/07/93 CSF: Y IABEL: Y
ASSIGNED TO DATE 1IN DATE OUT
DIV : RD / / / /
BRAN: RSB / / / /
SECT: PCRS / / / /
REVR / 7/ / 7/
CONTR: / / / /

* % % DATA REVIEW INSTRUCTIONS * * *

Attached for your review response from Sandoz regarding
revised CSF,

* * % ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * #* =*

DP BC BRANCH/SECTION DATE OUT DUE BACK INS CSF LABEL
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oy ?A?S?T?DGL;{?:\\.?E\TL}E, DES PLAINES, ILLINOIS 60018 " S SANDOZ

75 5457657

CORPORATE HEADQUARTERS

TEL. 708.699.1616

April 16, 1993

Mr. George LaRocca

Product Manager (13)
Insecticide-Rodenticide Branch
Registration Division (H7505C)

U.S. Environmental Protection Agency
401 M Street (SW)

Washington, DC 20460

SUBJECT:  FLUVALINATE TECHNICAL
EPA Registration Number 55947-104
US EPA Requested Label Changes

Dear Mr. LaRocca:

Please find enclosed for your acceptance the requested five (5) copies of our final printed
labeling incorporating required changes. | would appreciate it greatly if | could receive an EPA
stamped approved copy of this label from you for our records.

In your correspondence dated 11/9/92, in reply to Mrs. Hillebold's 10/15/91 label amendment
notice, you accepted our amendments providing that we make a few label changes. Concerning
item #1, the first paragraph under the heading "Directions for Use" was replaced with the form
stated in your letter (which follows part V of PR 91-8). Concerning item #2, the requested
revision of our label's container disposal statement to reflect the products metal drum storage
was made. Concerning item #3, | consulted our Quality Assurance people about your question
that our Lower Certified Limits cannot be lower than 84.6%. The limits we are certifying on our
CSF are based on + four (4) standard deviations (approx. 5.0%) around the nominal
concentration from a five batch analysis of technical fluvalinate and are due to the variable nature
of our current manufacturing process. Thus, we are standing by our 5/22/91 CSF’s certified
limits and cite 40 CFR 158.175 (c) parts 1-4 as support.

In addition, our company logo was changed throughout the label to reflect our current corporate
name.
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Mr. George LaRocca
Page 2 of 2
April 16, 1993

If you have any questions concerning the above label changes please feel free to call me at (708)

390-3734.

Sincerely,
SANDOZ AGRO, INC.

%‘%WP&W

Jeff W. Popp
Registration Specialist Il
Regulatory Affairs

JWP/vc
Enclosures
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

NOV -9 1992

Mrs. Donna M. Hillebold
Registration Specialist II
Regulatory Affairs

8ANDOZ AGRO, INCORPORATION
1300 East Touhy Avenue

Des Plaines, Illinois 60018

Dear Mrs. Hillebold:

Subject: Revised Confidential Statement of Formula (CSF)
PR Notice 91-2 and Label Revision
FLUVALINATE Technical
EPA Registration Number 55947-104
Your Amended Application Dated October 15, 1991

The revised CSF and labeling referred to above, submitted in
connection with registration under the Federal Insecticide,
Fungicide, and Rodenticide Act as amended is acceptable, provided
that you make the following labeling changes listed below before
you release the product for shipment bearing the amended
labeling:

1. In accordance with PR Notice 91-8, under the heading
"Directions For Use" replace the first paragraph with
following paragraph:

"Only For Formulation Into An Insecticide For The Following
Use (s):_(£fill in blank with only those uses that are being
supported by you the MP registrant.) Use For Which U.S8.
Environmental Protection Agency Has Accepted The Required
Data And/Or Citations Of Data That The Formulator Has
Submitted In Support Of Registration; And Uses For
Experimental Purposes That Are In Compliance With U. 8.
Environmental Protection Agency Requirements."

2. Based on your application for pesticide registration
dated April 30, 1983, this product is being stored in metal
drums or containers. Therefore your container disposal
statement must be revised to read as follows:

"Metal Containers: Triple rinse (or equivalent). Then
offer for recycling or reconditioning, or puncture and
dispose of in a sanitary landfill, or by other procedures
approved by state and local authorities."

CONCURRENCES

SYMBOL

SURNAME

DATE

R e EE L L L T e sasshasvamens nesss “yans wsw L]

----------- sessssensssssavassssnns - wes sene ssssnasls e wew

180,
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3. In regard to your revised CSF, the variations appears to
be larger than normal for the limits of nominal
concentration, which is 87.2%. The Lower Certified Limits
can not be lower than 84.6%.

Submit five (5) copies of your final printed labeling before
you release the product for shipment.

A stamped copy of the labeling is enclosed for your records.

‘ Sincerely yours,

George T. LaRocca

Product Manager (13)
Insecticide-Rodenticide Branch
Registration Division (H7505C)

Enclosure:

161




FLUVALINATE TECHNICAL

AN INSECTICIDE~-ACARICIDE
FOR MANUFACTURING USE ONLY

ACTIVE INGREDIENT:
(aRS, 2R) -fluvalinate [ (RS-a-cyano-3-phenoxybenzyl
(R)-2-[2-chloro-4-(trifluoromethyl)anilino]~3-methyl-

butanoate]*.o0000.-ooo.ooo'ooooooo.-o.oo.'-..oo.ooo....oo.o..087 2%

INERT INGRBDIMS:.........oo.-ooco-.cn..oo.o.-o-0.000000.00.01208%

'IUI‘ALoo..ooloo.o%
*U.S. Pat. 4,260,633 & 4,411,912

EPA Reg. No. 55947-104
EPA Est. No. 55947-TX-1

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS
WARNING

OPEN CONTAINER IN WELL VENTILATED AREA.
DO NOT BREATHE FUMES

REFER TO ANALYTICAL LABEL ON THIS DRUM FOR EXACT ANALYSIS OF THIS
LoT.

May be fatal if swallowed. Causes moderate eye irritation. Avoid
contact with skin, eyes or clothing. Wash thoroughly with soap and
water after handling and before eating or smoking. Remove
contaminated clothing and wash thoroughly before reuse. Sensitive
persons may temporarily experience an itching, burning sensation,
with or without a rash, following exposure. Avoid hand- or sleeve-
to-face exposure.

SANDOZ CROP PROTECTION CORPORATION
1300 East Touhy Avenue
Des Plaines, Illinois 60018

NET CONTENTS: 245 Kg (540 1bs.)
Lot No.:
Specific gravity: 1.29

ACCEPTED
with COMMENTS
in EPA Letter Datgd

IFLUTECA.91A NOV __g 1992 )

Under the Federal Insecticide,
Fungicide, and Rodenticide Act’
as amended, for the pesticide
registered under EPA Heg. No. 162

OS5 T /4}62




STATEMENT OF PRACTICAL TREATMENT

IF IN EYES: Flush eyes with plenty of water. Get medical
attention if irritation persists.

IF SWALLOWED: Call a physician or Poison Control Center. 'Drink
1 or 2 glasses of water and induce vomiting by
touching back of throat with finger. Do not induce
vomiting or give anything by mouth to an unconscious
person.

IF ON_ SKIN: Wash with plenty of soap and water.

ENVIRONMENTAL HAZARDS

This product is highly toxic to fish or other aquatic organisms.
Do not discharge effluent containing this product directly into
lakes, streams, estuaries, oceans or public waters unless this
product is specifically addressed in an NPDES permit. Do not
discharge effluent containing this product to sewer systems without
previously notifying the sewage treatment plant authority. For
guidance, contact your Regional Office of the Environmental
Protection Agency.

PHYSICAL AND CHEMICAL HAZARDS

Do not use or store near heat or open flame.

DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in a manner
inconsistent with its labeling. Refer to the Formulators Manual
for formulating instructions and other technical information.
Formulators using this product are responsible for obtaining EPA
Registration of their formulated product.

This product may not be used or referenced as a source of
ingredient in the formulation, manufacture or registration of any

products without prior written authorization from Sandoz Crop
Protection Corporation.

IFLUTECA.91A
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e

BTORAGE AND DISPOSAL

Do not contaminate water, food, or feed by storage or disposal. 1In
case of spill or leak, ventilate area well, then soak up with soil
or other absorbent material. '

BTORAGE:

DISBPOSAL:

IFLUTECA.91A

Store away from direct sunlight or heat. Pesticides
must be stored in a secured area away from other
products, food or feed.

Wastes resulting from the use of Fluvalinate
Technical may be disposed of on site or at any
approved waste disposal facility.

Triple rinse container (or equivalent). Then offer
for recycling or reconditioning, or puncture and
dispose of in a sanitary landfill, or if allowed by
State and local authorities, by burning. If burned,
stay out of smoke.
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LIMITATION OF WARRANTY AND LIMITATION OF LIABILITY

NOTICE: Read this Limitation of Warranty and Limitation of
Liability before buying or using this product. If the terms are
not acceptable, return the product at once, unopened, and the
purchase price will be refunded.

It is impossible to eliminate all risks inherently associated with
the use of this product. Crop injury, ineffectiveness, or other
unintended consequences may result because of such factors as
weather conditions, presence of other materials, or the manner of
use or application, all of which are beyond the control of Sandoz
or seller. All such risks shall be assumed by buyer or user.

Sandoz warrants that this product conforms to the chemical
description on the label and is reasonably fit for the purposes
stated in the Directions for Use, under normal use conditions,
subject to the risks described above. SANDOZ MAKES NO OTHER
EXPRESS OR IMPLIED WARRANTY OF FITNESS OR MERCHANTABILITY OR ANY
OTHER EXPRESS OR IMPLIED WARRANTY.

In no event shall Sandoz or seller be liable for any incidental,
consequential or special damages resulting from the use or handling
of this product. THE EXCLUSIVE REMEDY OF THE USER OR BUYER, AND

- THE EXCLUSIVE LIABILITY OF SANDOZ OR SELLER FOR ANY AND ALL CLAIMS,

LOSSES, INJURIES OR DAMAGES (INCLUDING CLAIMS BASED ON BREACH OF
WARRANTY, CONTRACT, NEGLIGENCE, TORT, STRICT LIABILITY OR
OTHERWISE) RESULTING FROM THE USE OR HANDLING OF THIS PRODUCT,
SHALL BE THE RETURN OF THE PURCHASE PRICE OF THE PRODUCT OR, AT THE
ELECTION OF SANDOZ OR SELLER, THE REPLACEMENT OF THE PRODUCT.

Sandoz and seller offer this product, and buyer and user accept it,
subject to the foregoing limitations of warranty and limitation of

liability, which may not be modified by any oral or written
agreement.

IFLUTECA.91A

165



PRODUCT CHEMISTRY REVIEW

TO: PM FROM: Reviewer: }ND]RH GHHQO LN Date: C’L} "7 !qZ
Epa REG. NO.: S59U7~ [0l  propuct navE: )| \/A] WMATE TECHNICAL -

FOOD USE ( ) INERTS CLEARED: C (), D (), E () NON FOOD USE ( )
21 CFR PARTS 170-199: ( ) TOXIC INERTS LIST 1¢( ), 2( )

Please provide the requested information for the following checked items:
1. { ) Submit the product specific product chemistry data for your product. [ ] If

submitted earlier, provide MRID Number(s). [ ] Your product is not sufficiently
similar to the product you referenced. :

2 In reference to the Confidential Statement of Formula (CSF), please provide the

following:
. [] a) pH of prqduct or pH at a specified water dilution.
{1 b) Density of product.
y { 1] e¢) Flash point of product.

['] d) Flash point of product with propellent as per item #6(q) or item #5(c).
"{ ] ‘e Flame extension of product including flashbacks if noted.
{1 £) The upper and lower certified limits based on the pure active ingredients
rather than the technical or concentrate. Note that the lower limit of the

active ingredients must be the same as the label claim in pure active form.

{ ] g) The upper and lower certified limits of the individually added inerts.

B . [} h) »
)

[ 1 1) \A

oM N

t1 9

3. [\)Aased on the current CSF dated 05' Zzlq) ¢ your product will -aéE"meet
the label claim for the active ingredient.
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PRODUCT CHEMISTRY REVIEW (cont’d)

4. [ 1 Provide the chemical identity of all components, the percentage composition, CAS

Registry Number, and Material Safety Data Sheet (two copies) for the following
compounds:

1.

5.

The supplier may contact EPA directly referencing the File Symbol or EPA
Registration Number in their response., For dyes, provide the color index and CAS
Registry Numbers for all components. For perfumes and flavorings, provide for
each component in the mixture: the chemical name, CAS Registry Number, and the
percentage or range in percentage in the mixture. Certify that flavors are n<.
food type. The confidential information submitted by the suppliers is kept
confidential under FIFRA Section 10.

5. In the proposed labeling, provide the following information:

{ ] a) Update the label Storage and Pesticide and Container Disposal Statements in
accordance with [ ] PR Notice 84-1 for non-aerosol containers for houses and
institutional uses or [ ] PR Notice 83-3 for all other uses.

([ 1] b) Add the heading PHYSICAL OR CHEMICAL HAZARDS to the label and the appropriate
statement per 40 CFR 156.10(h) (2) (iii).

{1 ¢) Under the heading PHYSICAL OR CHEMICAL HAZARDS, list the product aﬁ Extremely
Flammable (because your product contains flammable propellents).

[ ] d) Provided that the solvent does not have insecticidal activity, it should be
removed from the ingredient statement active ingredient listing and the
percentage added to the inert ingredients. 1If the solvent has insecticidal
properties, provide the EPA Registration Number.

(] e) Add a footnote to the inert ingredients indicating: Contains aromatic
petroleum distillates, xylene or xylene-range aromatic solvent.

[ ] £f) 8Since your data matrix does not provide a dielectrical breakdown voltage, you
must add the following statement to the Physical or Chemical Hazards heading:

Do not use this product in or on electrical equipment
due to the possibility of shock hazard.
f?xné}I
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PRODUCT CHEMISTRY REVIEW

TO: PM FROM: Reviewer: ’N&P\H GHH?OLn Date: Q', "7 !QZ_
zeA REG. NO.: 559U~ 101y~ eropuer namE: L /AL (AT TECHNICAL -

FOOD USE ( ) INERTS CLEARED: C (), D (), E () NON FOOD USE ( )
21 CFR PARTS 170-199: ( ) TOXIC INERTS LIST 1( ), 2( )

Please provide the requested information for the following checked items:
1. { 1] Submit the product specific product chemistry data for your product. { )] If

submitted earlier, provide MRID Number(s). { ] Your product is not sufficiently
similar to the product you referenced.

.2 In reference to the Confidential Statement of Formula (CSF), please provide the

following:
' [ ] a) pH of product or pH at a specified water dilution.
[ 1] b) Density of product.
y {1 ¢) Flash point of product.
['] d) Flash point of product with propellent as per item #6(g) or item #5(c¢).
"[ ] 'e) Flame extension of product including flashbacks if noted.
[ ] £) The upper and lower certified limits based on the pure active ingredients
rather than the technical or concentrate. Note that the lower limit of the

active ingredients must be the same as the label claim in pure active form.

{ ] g) The upper and lower certified limits of the individually added ingrts.

o (1 n ; »
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O
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3. [\%ased on the current CSF dated 05, ZZ}O” ' ; your product will -adE"meet

the label claim for the active ingredient.
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SANDOZCROP PROTECTION

Sandoz Crop Protection Corporation
Corporate Headquarters

1300 Eaost Touhy Avenue

Des Plaines, lllinois 60018

708.699.1616

October 15, 1991

Mr. George LaRocca

Document Processing Desk (Amend)
Office of Pesticide Programs H7504C
U.S. Environmental Protection Agency
401 M. Street (SW)

Washington, D.C. 20460

Subject: LABEL AMENDMENT: PERCENT ACTIVE INGREDIENT
FLUVALINATE TECHNICAL '
EPA REGISTRATION NUMBER 55947-104

Dear Mr. LaRocca:

According to PR Notice 91-2, the Agency has now established the nominal
concentration as the only acceptable label claim for the amount of active ingredient
in a product. Submitted with this letter and amendment form are five copies of the
amended label for FLUVALINATE TECHNICAL (55947-104). The percent active and
inert ingredients have been revised to reflect the most recent CSF (attached) and five
batch analyses (MRID #41889702).

A copy of the February 14, 1990 stamped label has been included for reference
purposes. Changes requested by the Agency have been incorporated in the proposed
label and are shaded for your convenience. Please note that the warranty statement
has also been revised.

If you require further information regarding this label, please call me at (7Q8) 390-

3796- :I....
Sincerely, E..E.: oo:.

SANDOZ CROP PROTECTION CORPORATION "" oo
Donna M. Hillebold :.:.:‘
Registration Specialist Il secese

Regulatory Affairs

DMH/ps
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TABS

Cover Letter TAB
Pesticide Application Form No. OMB No. 2070-0060 TAB
Confidential Statement of Formula (5/22/91) TAB
February 14, 1990 EPA Stamped Label TAB
One Copy Amended Label (Revisions Shaded) TAB

Five Copies Amended Label (No Shading) TAB
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Please read instructions on reverse before eompleting form. Form Approved. OMB No. 2070-0060. Approval expires11-30-93
United States Environmental Protection Agency g OPP Identifier Number
(A) o 1 Office of Pesticide Programs (H7505C) Regis"atlon
\v" Washington, DC 20460 x | Amendment
Application for Pesticide: Other 163219
Section |
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
55947-104 G. LaRocca
4. Company/Product (Name) PM# D None D Restricted
FLUVALINATE TECHNICAL 13
5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
i Sandoz Crop Protection Corporation ﬁyu,mypnMud:ssmnhrorMemmahncompomhonamjmbmmg
1300 East Touhy Avenue :
Des Plaines, Illinois 60018 EPA Reg. No.
I:l Check if this is a new address Prodict Mame
Section ||
Amendment - Explain below Final printed labels in response to

Agency letter dated

Resubmission in response to Agency letter dated
._ R *Me Too" Application.

Notification - Explain below.
X s Other - explain below.

Explanation: Use additional page(s) if necessary. (For section | and Section I1.)

Percent active and inert ingredients have been changed per PR Notice 91-2. Revisions in
Environmental Hazards Statement, subheading of Statement of Practical Treatment,
subheading of Precautionary Statement and Formulators statement per 2/14/90 EPA letter.
. New Warranty Statement

Section lil
1. Material This Product Will Be Packaged In:
Child-Resistant Packaging | Unit Packaging Water Soluble Packaging 2. Type of Container
Yes* Yes Yes X | Metal
E] o L4 Plasti
No No No Glass
If "Yes," If "Yes * N Paper
. ot No.per .. 0: PR Other (Specify),
* Certification must be |Ynit Package wgt. container | Package wgt. container
|_submitted, |
3. Location of Net Contents Information 4. Size(s) of Retail Container 5. Location of Label Directions
On Label
m Label D Container 245 kg (540 1bs) On Labeling accompanying product
8. Manner In Which Label Is Affixed To Product Lithograph . v
= Papergluad DO‘U‘IEF[ :.l..l )
L__J Stenciled s8e
Section IV ssie. s * age.®
1. Contact Point (Complete items directly beiow for identification of individual to be contacied, if necessary, to processsthis applicagon.)
Name Title ) Tglephone Ne» {!chude Area Code)
. .
Donna M. Hillebold Registration Specialist II ¢708) 39043796
Certification * : |6. Date Application
| certify that the statements | have made on this form and all attachments thereto are true, accurate and complete. 2 f!ec(ilzed
| acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or $Stlgmped)

both under applicable law.

. .

LE XL ]
.2. Signature . 3. Tide .
W JQL(MM Registration Specialist II

4. Typed Name 5. Date
Donna M. Hillebold ; October 15, 1991 171

EPA Form 8570-1 (T’lev. 12-90) _ Previous editions are obsolete. White - EPA File Copy (original) Yellow - Applicant copy




PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS

P 0 N : Public reporting burden for this collection of information is

estimated to average 0.85 hour per response, including time for reviewing instructions, searching existing data sources,

regarding the burden estimate or any other aspect of this collection of information, including suggestions for reducing thi

gathering and maintaining the data needed, and completing and reviewing the collection of information. Send comments ‘
s

burden, to Chief, Information Policy Branch, PM-223, U.S. Environmental Protection Agency, 401 M Street, SW, Washington, DC
20460; and to the Office of Information and Regulatory Affairs, Office of Management and Budget, Washington, DC 20503.

INSTRUCTIONS: Tthis form is to be used for all applications for new registration, end use reregistration, amendment,

resubmission, to applications for notifications, final printed labeling, reregistration, etc. In order to process an
application for a new registration submitted on this form, the following material must accompany the application:

1. Certification with Respect to Citation of Data (EPA Form 8570-29). [If not exempted by 40 CFR 152.81 (b) (4)1;
2. Confidential Statement of Formula (EPA Form 8570-4);

3. Formulator's Exemption Statement (EPA Form 8570-27);

4. Five copies of draft labeling;

5. Three copies of any data submitted;

6. Authorization letter where applicable;

7. Matrices where applicable.

Submission of Labeling - Labeling should first be submitted in the form of draft labels with all applications for new
registration. Such draft labels may be in the form of typed label text on 8.5 x 11 inch paper or a mockup of the proposed
label. 1If prepared as a mockup, it should be constructed in such a way as to facilitate storage in an 8.5 x 11 inch file.
Mockup labels significantly smaller than 8.5 x 11 inches should be mounted on 8.5 x 11 inch paper for submission.
Submission of Data - Data submitted in support of this application must be submitted in accordance with PR Notice 86-5.

SPECIFIC INSTRUCTIONS: Please read the instructions listed below before completing this application. First
determine the type of registration action, listed in Block A, for which you are submitting this application. For
applications submitted in connection with New Registration actions, Sections I, I1I, and IV must be completed by the
applicant. For applications submitted in connection with amended registration actions, resubmissions, notifications,
reregistrations, etc., Sections I, II, and IV must be completed by the applicant.

Block A - Check the appropriate action for which you are submitting this form.

SECTION T - This section must be completed, as applicable, for all registration actions.

3:

2,
3.
4.

D

6.

Company/Product Number - Insert your Company Number, if one has been assigned by EPA. This number may have been assigned
to you as a basic registrant, a distributor, or as an establishment. If your product is registered, insert the Product

Number.
EPA Product Manager - If known, fill in the name and PM number of the EPA Product Manager. .

Proposed Classification - Specify the proposed classification of this product.

Product Name - Enter the complete product name of this pesticide as it will appear on the label. The name must be
specific to this product only. Duplication of names is not permitted among products of the same company. Do not include
any brand name or company line designations.

Name and Address of Applicant - The name of the firm or person and address shown in your application is the person or firm
to whom the registration will be issued. If you are acting in behalf of another party, you must submit authorization from
that party to act for them in registration matters. An applicant not residing in the United States must have an
authorized agent residing in the United States to act for them in all registration matters. The name and complete mailing
address of such an agent must accompany this application.

to existing registrations, that are similar or identical to other pesticide products that are currently registered with

Expedited Review - FIFRA section 3 (c) 3 (B) provides for expedited review of applications for registration, or amenclnents.

the EPA. In order for your application to be eligible for expedited review, you must provide us with the EPA Registration
Number and product name of the product you believe is similar to or identical to your product. The product must be
similar or identical in both formulation and labeled uses.

SECTION IT - this section must be completed for all applications submitted to amend the registration only of a
currently re%i?p;rqi product (Amendment), for a resubmission in response to an Agency letter, for notifications to the

Agency, for t

e submission of final printed labeling, for reregistration and for any other action that pertains to a specific

EPA-registered pasaduct. This section is pot to be used for a new application for registration.

1a

Subject of sumiksion ; Ghegk the applicable block and provide the Agency letter date if appropriate. Provide a brief
explanation gf the purpose(s) for the submission, such as "the addition of a site, pest or crop (specify)"; "amend the
Confidential Statement of Fofmula by..."; “reregistration submission"; general label revision of use directions." Attach
a separate page jf additio!nb space is needed.

E ON Pacdkaging and Container Information) - This Section must be completed for all
applications stibifitted ineconmection with new registration or applicable amendments.

1s

2e
3.
4.
5.
6.

Type of PackAging - Ch&gk the appropriate block if your product will be packaged in the indicated packaging types.
Indicate the®size of the individual packets and number per retail container.
Type of Retadb Container - Indicate type of container in which product will be marketed.

Size(s) of RECHY] Container - Specify the net contents of all retail containers for your product.
Location of Use Directions - Indicate the location of the use directions for your product.
Manner in which label is affixed to product - Indicate the method product label is attached to retail container.

Location of.Net fontents - Specify the net contents of all retail containers for your product. .

SECTION IV (Contact Point) - this Section must be completed for all applications for Registration actions,

i.e., new products registration, resubmission, "me-too," reregistration, etc.
1-5. Self-explanatory. 172
6. EPA Use Only.
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LABEL AMENDMENT

FLUVALINATE TECHNICAL

55947-104

SANDOZ CROP PROTECTION CORPORATION
1300 EAST TOUHY AVENUE
DES PLAINES, IL 60018

OCTOBER 15, 1991 -
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

500,837 Ys /1%
A A o

JuL | 6 1991

Mrs. Donna M. Hillebold
Registration Specialist
Regulatory Affairs
SANDOZ CROP PROTECTION Corporation
Corporate Headquarters
1300 East Touhy Avenue

‘ Des Plaines, Illinois 60018

Dear Mrs. Hillebold:

Subject: SECTION 6(A)2 SUBMISSION-ACUTE CONTACT TOXICITY
STUDY WITH HONEY BEES
Fluvalinate Technical (Case #2295)
EPA Registration Number 55947-104
Your Submission Dated February 11, 1991

We have completed a review of the honey bee acute toxicity
study submitted under section 6(a)2 for fluvalinate technical.
This study is scientifically sound, and shows fluvalinate to be
highly toxic to honey bees. In an acute contact test, the LD50
was determined to be approximately 0.2 micrograms per bee.

It is unclear as to how the submitted study derived an LD50

. in the "highly toxic" category. Our records up to now showed
that fluvalinate to be no more than "moderately toxic" to bees.
Due to the disparity in test results between previous bee
toxicity studies and the subject study, we are requiring you to
repeat the study. We will defer our comments/label
recommendations until the new study is submitted and reviewed.
We understand you already intend to repeat the study. Please
provide us your time frame for submission of this study.

CONCURRENCES

SYMBOL. ”7?_0 e Y

LR R LR R LR L G L L L LRl R R L L L L L L e L E R T L L T aen

SURNAME

.. wew R A L AL L L L ] T T T T TR LT TP C e T T R P L L

DATE

EPA Farm 1320-1 (12-70) #U,§.GPO: 1989-624-485/10186 OFFICMEHL! COPY




o

For detailed considerations, please refer to the enclosed
EPA Ecological Effects Branch review dated June 28, 1991.

Sincerely,

George T. LaRocca

Product Manager (13)
Insecticide-Rodenticide Branch
Registration Division (H7505C)

enclosure:

cc: Ernie Dotbins
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DP BARCODE: D163592

CASE: 052150 DATA PACKAGE RECORD DATE: 04/16/91
SUBMISSION: S394518 BEAN SHEET Page 1 of 1

* * * CASE/SUBMISSION INFORMATION * * *

CASE TYPE: REGISTRATION ACTION: 405 DATA-ADVERSE DATA
CHEMICALS: 109302 N-U2-Chloro-4-trifluoromethyl)phenyl§-DL-valine (+ 85.0000%

ID#: 055947-00104 FLUVALINATE TECHNICAL
COMPANY: 055947 SANDOZ CROP PROTECTION CORPORATION

PRODUCT MANAGER: 15 GEORGE LAROCCA 703-557-2400 ROOM: CM#2 204
PM TEAM REVIEWER: ADAM HEYWARD 703-557-4421 ROOM: CM#2 200
RECEIVED DATE: 02/11/91 DUE OUT DATE: 04/22/91

* % * DATA PACKAGE INFORMATION * * *

DP BARCODE: 163592 EXPEDITE: Y DATE SENT: 04/16/91 DATE RET.: / /
EMICAL: 109302 N-ﬁz-Chloro-4-trifluoromethyl)phenyl§-DL-valine (+-) -cyano(
* TYPE: 001 Submission Related Data Package

ADMIN DUE DATE: 05/11/91 CSF: N LABEL: N
ASSIGNED TO DATE ATE OUT
DIV : EFED 0&/)b/q /U 70 é
BRAN: EEB JUL/ Vl o
SECT: IO
REVR : 7 7
CONTR: / 7/ / 7/

* % % DATA REVIEW INSTRUCTIONS * * *

Please review the attached adverse data as it relates to
non-target insects (Honey Bees).

* * * ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * *

‘ DP BC BRANCH/SECTION DATE OUT DUE BACK INS CSF LABEL
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3 %g UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
g WASHINGTON, D.C. 20460
Y, (?3
4t ppot®
JUL 1199 OFFICE OF
PESTICIDES AND TOXIC
SUBSTANCES
MEMORANDUM

SUBJECT: Fluvalinate 6(a)2 Submission cute
Toxicity Study with Honey B
FROM: /4| James W. Akerman, Chief &/Zé%"l/
Ecological Effects Branch
Environmental Fate and Effécts D1V151on (H7507C)

TO: George LaRocca, PMT-15
Insecticide/Rodenticide Branch
Registration Division (H7505C)

EEB has reviewed the honey bee acute toxicity study submitted under
6(a)2 for fluvalinate technical. The study showed fluvalinate to
be highly toxic to honey bees, with an LD50 of 0.2 micrograms per
bee.

The record on fluvalinate has consistently shown this chemical to
be no more than "moderately toxic" to bees. Results of several
studies place fluvalinate in the "practically nontoxic" range.
Consistent with this record is the fact that fluvalinate (Apistan)
has been used extensively to control Varroa mites within bee hives
in the U.S. and Europe, apparently without significant adverse
effects on the bees.

EEB cannot offer an explanation as to how the submitted study
derived an LD50 in the "highly toxic" range. However, Sandoz Corp.
has stated its intent to have the test redone this summer. EEB will
defer comment on the present submission, pending receipt of data
from this new study.

Any questions or comments on this memo should be referred to Allen
Vaughan at 557-0464.

Attachments

&2 Printed on Recycled Paper s




DATA EVALUATION RECORD
1. Chemical: Fluvalinate
2. Test Material: Technical, 88.4% ai

3. Study Type: Honey bee acute contact LD50

Species tested: Apis mellifera

4. Study ID: Winter, P.A., K.A. Hoxter, and G.J. Smith. 1991.
Fluvalinate Technical: An acute contact toxicity study
with the honey bee. Wildlife International Ltd.
Project No. 131-142. Submitted by Sandoz Crop
Protection Corp., Des Plaines, Illinois. EPA Acc. No.
417839-01.

5. Reviewed By:

Allen W. Vaughan Signature: éé%ﬁ&%réb 64zu4££q,,/

Entomologist - d
EEB/EFED Date: 9 -lb- 9l

6. Approved By
Norman J. Cook Signature: Yraa-P (ol

Supervisory Biologist
EEB/EFED Date: S\

7. Conclusions:

This study is scientifically sound, and shows fluvalinate to be
highly toxic to honey bees. In an acute contact test, the LD50
was determined to be approximately 0.2 micrograms per bee.
This study fulfills the guideline requirement for an acute
contact toxicity test on honey bees.

8. Recommendations: N/A

9. Background: This study was submitted as 6(a)2 data.

10. Discussion of Individual Tests: N/A
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11.

12.

13.

14.

Materials and Methods:

Four days prior to initiation of the study, one frame
containing honey bee pupae was selected from Wildlife
International's hives. The frame was placed in an automatic
incubator for four days to allow adult emergence. All test bees
were 1 to 4 days old at test initiation, and were apparently
healthy. On the day of study initiation, all bees that had
emerged were immobilized with N, and at least 25 bees were
placed into each of two replicate test chambers.

Test chambers were rolled paper containers. Each container was
covered with a plastic petri dish through which a glass vial
containing 50% sugar water was inserted. This food source was
available to the test bees throughout the study.

The photoperiod was eight hours of light per day. Test
temperatures ranged from 22 to 23° C.

Eight treatment levels, 0.00625, 0.0125, 0.025, 0.05, 0.1, 0.2,
0.4, and 0.6 micrograms per bee, were tested along with a
solvent control and a negative control. Two replicates were
tested at each dosage, with 25 bees per replicate. The solvent
control bees received a volume of acetone equal to the largest
volume used during the test.

Recently collected bees were immobilized with N, to
facilitate handling. Each bee was individually dosed with the
appropriate test solution. Solvent control bees were dosed
with acetone.

Observations on mortality and signs of toxicity were made
twice on the day of initiation and once on Day 1 and Day 2
after dosing.

Mortality data were analyzed using the computer program of C.E.

Stephan. In this study the binomial probability method was
used.

Reported Results:

The study authors found that-fluvalinate was highly toxic to
honey bees, with an LD50 of 0.2 ug per bee.

Study Authors' Conclusions/ QA Measures
48-hr. LD50 = 0.2 ug per bee (highly toxic).

Reviewer's Discussion and Interpretation of the Study
A. Test Procedures: Procedures were in accordance with

protocols recommended in the guidelines. There were no
problems in this regard.
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B. Statistical Analysis: Independent validation by EEB confirms
that the analysis is appropriate and supports the
conclusions of the study.

C. Discussion/Results: Fluvalinate is highly toxic to honey
bees.

D. Adequacy of Study:
1. Classification: Core
2. Rationale: Guidelines protocol
3. Reparability: N/A

15. Completion of One-Liner for Study: N/A

. 16. CBI Appendix: N/A
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SANDOZCROP PROTECTION
Sandox Crop Protection Corporation : !
Corporate Headquarters —

1300 East Touhy Avenue
Des Plaines, Hlinois 60018
708.699.1616

February 11, 1991

Mr. George LaRocca

Document Processing Desk

Office of Pesticide Programs H7504C
U.S. Environmental Protection Agency
401 M. Street (SW)

Washington, D.C. 20460

Subject:  Fluvalinate Technical (Case #2295)
EPA Reg. No. 55947-104
Section 6(a)2 Submission
Acute Contact Toxicity Study With Honey Bee

Dear Mr. LaRocca:

Pursuant to FIFRA Section 6(a)2 requirements, enclosed is a final report for
a recently conducted acute contact toxicity bee study. The study was
conducted as part of the Phase 3 reregistration process for fluvalinate
(Reregistration Case #2295) because the original data did not meet the
criteria check list. The results of this study indicate that fluvalinate
technical, as a solution in acetone, is highly toxic to honeybees.

This result is quite surprising because all previous bee studies conducted
with the technical material as well as with formulated product have shown
fluvalinate to be practically non-toxic to bees.

In order to further evaluate the results reported in this study, we requested
the expert opinion of Dr. D. Bassand. Dr. Bassand is the head of our
insecticide research and is an expert in our Witterswil, Switzerland center.
A copy of his opinion is enclosed with this letter.

A | 16




Mr. George LaRocca

Re: Fluvalinate Technical
February 11, 1991

Page two

We consider the reported resuits as non-representative of the real situation.
We believe that in the stressful environment described in the attached
correspondence, that an unusually high level of susceptibility to fluvalinate
was observed. Furthermore, the lack of a positive control does not allow
for the validation of the study by comparing fluvalinate to other insecticides.

Because of all the inherent uncertainties associated with these results and
the preponderance of existing data with consistently quite different findings,
we will be re-conducting the study this summer. In the interim we do not
see any reason to modify current label language since we already have some
restrictive statements which adequately protect foraging bees. In the event
you disagree with this tactic, please contact me.

Three copies of the acute toxicity bee study conducted by Wildiife
International, Ltd. and Dr. Bassand’s expert opinion are enclosed as part of
this submission. Also included is the appropriate transmittal document.

If you should require further information regarding this submission please
call me at (708) 390-3796.

Sincerely,

SANDOZ CROP PROTECTION CORPORATION

Donna M. Hillebold
Registration Specialist

Regulatory Affairs

DMHG:ps
enclosures

cc: Ernie Dobbins, OPP/EPA
becec: J. Atkin

S.M. Chen

C. Elmi

R. Fresh

FIAE: Fluv. 55947-104
OPP File {#7a
x-file: CRAC 1991 TFluv. Tech. 182




TRANSMITTAL DOCUMENT

NmnAr'f mitter

Sandoz Crop Protection Corporation
1300 East Touhy Avenue
Des Plaines, lllinois 60018

, 417839-Q¢
Regulatory Action
6(a)2 Submission: Fluvalinate Technical
55947-104
. Reregistration Case #2295

Transmittal Date

February 11, 1991

List of mi ie

158.590 NON-TARGET INSECT DATA REQUIREMENTS

® | <Volume 1; Wildlife International Ltd. (1991)
‘183q¢ Fluvalinate Technical: An Acute
l{ Contact Toxicity Study with the

Honey Bee. Project No. 131-142
Guideline No. 141-1.

WW 21 ]ar 7083903786

Donna M. Hillebold Date Telephane
Registration Specialist
Sandoz Crop Protection Corporation
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TRANSMITTAL DOCUMENT

Name and Address of Submitter
Sandoz Crop Protection Corporation

1300 East Touhy Avenue
Des Plaines, lllinois 60018

Regulatory Action

6(a)2 Submission: Fluvalinate Technical
55947-104
Reregistration Case #2295

Transmittal Date

February 11, 1991

List of Submitted Studies
158.590 NON-TARGET INSECT DATA REQUIREMENTS

Volume 1: Wildlife International Ltd. (1991)
Fluvalinate Technical: An Acute
Contact Toxicity Study with the
Honey Bee. Project No. 131-142
Guideline No. 141-1.

WW 3‘7/” [91__708/300-3796

Donna M. Hillebold Date Telephone
Registration Specialist
Sandoz Crop Protection Corporation
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From:  CLVAX::CLVAX::MRGATE::“A1::BASSAND_D"
To: CHISTC: :KEEFER

$§ ., Fluvalinate: Bee toxicity
From: NAME: Denis Bassand

FUNC:

TEL: <BASSAND_D@A1@CLVAX>
To: NAME: CHARLIE KEEFER <KEEFER AT CHISTC AT MRGATE>
cc: NAME: Godfrey Teal <TEAL_G@A1QCLVAX>,

NAME: John Atkin <PAPER MAIL@A1@CLVAX>

Charlie,
These are my comments to the report from Wildlife International Ltd.:

Table 1, page 13, last column: X mortality should have been corrected for
“natural” mortality in the negative control, as follows:

Coitentration Corrected
(ug/bee) X Mortality X Mortality
Negative o
Lontrol 6 0
0.00625 0 0
B-R1gs 8 8

5 12 6
L. 1 12 6
0.2 48 45
D.4 68 66
0.6 58 55

'ar‘ly, there i1s a poor dose-response, 0.0125 ug/bee and 0.4 ug/bee being
e active than the next higher dose, and with the three highest doses, 0.2,
0.4 and 0.6 ug/bee producing responses close to 50x%x. This is an indication
that the bee population was not homogeneous.

Using Logit analysis, 1 made estimates of the regression parameters and
compared them with those obtained in a test carried out in 1989 in Witterswil
under GLP (BLK-Nr.: 77'265):

Maryland Witterswil
1990 1089
Chi(2) test for heterogeneity: 15.22 (sig.) 0.965 (non-sig).
df: ¢ 3
b (slope) +- standard-error: 3.02 + 0.62 6.44 +- 1,05
LD50 +- Standard-error: 0.34 +- 0.07 6.70 +- 0.862
Coefficient of variation: 21x B .

» Chi(2) test for homogenesity is significant (at the 5X level) for the
naryland data, indicating that the bee population was not homogeneous in its
response to the action of fluvalinate. The regression coefficient b (slope)
of the Maryland trial is smaller than that of the Witterswil trial,
expressing a weaker response to the dose in the American trial. The greater
heterogeneity of the Maryland bee population is also reflected by the 185
coefficient of variation, which 1s more than two times greater than that of
Witterswil. : _
S
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This heterogeneity, as well as the enhanced fluvalinate susceptibility of the
#aryland bees, might be due to different stress-inducing factors, which
negatively influenced the bees during the test. According to the test
description, there are several factors, which might have unfavorably affected
the bees:

- The containers (ca. 9 cm in diameter and 9 cm high): this is too small to
enclose 25 bees, which will be very crowded. Moreover, as described, the
containars seem to be quite airtight, preventing proper gaz exchange.

- The volume administered: 2 microlitre per bee 1s a very large amount (twice
the volume usually applied in Witterswil and elsewhere!)

— The photoperiod, eight hours per days, was too short. Such short-day
conditions may considerably affect the physiology of the bees.

- The ambient temperatures, 22 to 23 degrees Centigrade, were certainly
sub-optimal for the bees

¥oreover, these factors might have interacted to result in a severe stress of
the bees, expressed by an unusually high level of susceptibility to
fluvalinate. In this connection, the absence of any toxic and non-toxic

idard 1s especially unfortunate.

Finally, a Jook at previous tests, carried out by Atkins in Riverside or by
myself 1n Witterswil, clearly shows, that the obtained LD50 for fluvalinate
are always greater than 4 microgram per bee:

LD50 (ug/bee)

7  valinate HR (techn. grade) 18.43 Atkins (1981)
#..rik 2€ 8.43 Atkins (1983)
Mavrik 2F 9.12 Atkins (1983)
Mavrik 2E . 8.43 Bassand (1983)
Mavrik 2E 4.70 Bassand (1984)
Fluvalinate HR (techn. grade) 6.70 Donat (1989)

¥ield trials in France have also established the complete innocuity of
ua‘linate for bees. On the other hand, fluvalinate 1s registered and used

rance, in USA, and in other countries for the control of the Varroa mites
in beehives. In this application, fluvalinate never caused any observable
trouble to bee colonies.

Imr my opinion, the data generated by Wildlife International Ltd are not
representative of the real situation. I strongly suggest to repeat these
tests in 1991, possibly with another, more reliable company, or {n
Witterswil, in June or July.

¥ith my best regards

D. Bassand

(3]
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Bee Toxicity of Fluvalinate HR
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SANDOZCROP PROTECTION

Sandox Crop Protection Cerperciion
Corporate Headquarters

1300 Eost Touhy Avenue

Des Plaines, Hlinois 60018

708.699.1616

February 11, 1991

Mr. George LaRocca

Document Processing Desk

Office of Pesticide Programs H7504C

U.S. Environmental Protection Agency

401 M. Street (SW)

Washington, D.C. 20460 .

Subject: Fluvalinate Technical (Case #2295)
EPA Reg. No. 55947-104
Section 6(a)2 Submission
Acute Contact Toxicity Study With Honey Bee

Dear Mr. LaRocca:

Pursuant to FIFRA Section 6(a)2 requirements, enclosed is a final report for
a recently conducted acute contact toxicity bee study. The study was
conducted as part of the Phase 3 reregistration process for fluvalinate
(Reregistration Case #2295) because the original data did not meet the
criteria check list. The results of this study indicate that fluvalinate
technical, as a solution in acetone, is highly toxic to honeybees.

This result is quite surprising because all previous bee studies conducted
with the technical material as well as with formulated product have shown
fluvalinate to be practically non-toxic to bees.

In order to further evaluate the results reported in this study, we requested
the expert opinion of Dr. D. Bassand. Dr. Bassand is the head of our
insecticide research and is an expert in our Witterswil, Switzerland center.
A copy of his opinion is enclosed with this letter.

A\ -




Mr. George LaRocca

Re: Fluvalinate Technical
February 11, 1991

Page two

We consider the reported results as non-representative of the real situation.
We believe that in the stressful environment described in the attached
correspondence, that an unusually high level of susceptibility to fluvalinate
was observed. Furthermore, the lack of a positive control does not allow
for the validation of the study by comparing fluvalinate to other insecticides.

Because of all the inherent uncertainties associated with these results and
the preponderance of existing data with consistently quite different findings,
we will be re-conducting the study this summer. In the interim we do not
see any reason to modify current label language since we already have some
restrictive statements which adequately protect foraging bees. In the event
you disagree with this tactic, please contact me.

Three copies of the acute toxicity bee study conducted by Wildlife
international, Ltd. and Dr. Bassand's expert opinion are enclosed as part of
this submission. Also included is the appropriate transmittal document.

If you should require further information regarding this submission please
call me at (708) 390-3796.

Sincerely,

SANDOZ CROP PROTECTION CORPORATION

Donna M. Hillebold
Registration Specialist

Regulatory Affairs

DMHG:ps
enclosures

cc: Ernie Dobbins, OPP/EPA
bce: J. Atkin

S.M. Chen

C. Elmi

R. Fresh

FIAE: Fluv. 55947-104
OPP File #7a
x-file: CRAC 1991 Fluv. Tech. 189




TRANSMITTAL DOCUMENT

Name and Address of Submitter

Sandoz Crop Protection Corporation
1300 East Touhy Avenue
Des Plaines, lllinois 60018

Regulatory Action

6(a)2 Submission: Fluvalinate Technical
55947-104
Reregistration Case #2295

Transmittal Date
February 11, 1991

List of Submitted Studies
158.590 NON-TARGET INSECT DATA REQUIREMENTS

Volume 1: Wildlife International Ltd. (1991)
Fluvalinate Technical: An Acute
Contact Toxicity Study with the
Honey Bee. Project No. 131-142
Guideline No. 141-1.

WW&Q 21 ]a1 708/390-3796

Donna M. Hillebold Date Telephone
Registration Specialist
Sandoz Crop Protection Corporation
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§ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
,d‘ WASHINGTON, D.C. 20460 i
FILE COPY
g i
T - orFicEOF R
PESTICIDES AND TOXIC SUBSTANCES

Ms. Donna M. Hillebold FEB | 4 1990

Registration Specialist
Sandoz Crop Protection
Corporate Headquarters
1300 East Touhy Avenue
Des Plaines, Illinois 60018

Dear Ms. Hillebold:

Subject: Label Amendment - Change Name, Address, Registration Number
and Warranty Statement
FLUVALINATE Technical
EPA Registration Number 55947-104
Your Application of January 24, 1990

The labeling referred to above, submitted in connection with
registration under Federal Insecticide, Fungicide, and Rodenticide Act, as
amended, is acceptable. A stamped copy is enclosed for your records.

Note: The following label changes must be made at your next
printing of final labeling.

1. The environmental hazard statement must be revised to read as
follow: "This product is highly toxic to fish or other aquatic organisms.
Do not discharge effluent containing this product directly into lakes,
streams, estuaries, oceans or public waters unless this product is
specifically identified and addressed in an NPDES permit. Do not discharge
effluent containing this product to sewer systems without previously
notifying the sewage treatment plant authority. For guidance, contact your
state Board or Regional Office of the Environmental Protection Agency"

L4

2. Change the statement of pracitical treatment subheading to read,
"STATEMENT OF PRACITICAL TREATMENT'. In addition, the statement concerning
eye treatment should be revised to read: " Flush eyes with plenty of water.
Get medical attention if irritation persists", :
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PRECATIONARY STATEMENT
HAZARD TO HUMAN AND DOMESTIC ANIMALS
WARNING

4. Add the statement, "Formulators using this product are responsible for

-2-
e - - 3. The precautionary statement subheading must read as. follow:
obtaining EPA Registration of their formulated product".

Sincerely,

o A

George T. LaRocca
Product Manager (15)

Insecticide-Rodenticide Branch
Registration Division (H7505C)
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SANDOZCROPPROTECTON @

FLUVALINATE

TECHNICAL

AN INSECTICIDE-ACARICIDE FOR
MANUFACTURING USE ONLY

ACTIVE INGREDIENT:
(@RS, 2R)-fluvalinate [(RS-a-cyano-3-phenoxybenzyl
(R)-2-[2-chloro-4-(trifluoromethyl) anilino]-3-methyl-

T T SRR SR AR, S AT e 85.0%
INERTINGREDIENTS: ... ... ................... 15.0%
Total 100.0%
*U.S. Pat. 4,260,633 & 4,411,912
~ HAZARDS TO HUMANS

WARNING

OPEN CONTAINER IN WELL VENTILATED AREA.

DO NOT BREATHE FUMES

EPA Reg. No. 55947-104 NET CONTENTS:
EPA Est. No.55947-TX-1 245 Kg (540 Ibs.)
Refer to analytical label on this LOT NO.:

drum for exact analysis of this lot. Specific gravity: 1.29
Mavbefahlrlsw&l:;ad Cousl:siy“ihmodum whrilubon Avoad:oniocimv:wm
o or : Contartncind ing ond wessh Sxirouchly o m::
mﬂﬁrmﬂ\wiumﬁbmngw Avoadhu‘ldoulh;ge fo- ioces:;nposme

ENVIRONMENTAL HAZARDS

Thlsplodudl EHymclohsh Donoldhc leolukes sireams, ponds or

RAGE AND DISPOSAL

Do not contaminaote food, or feed by storage duposdlncoseol
leak, ventilate area well, ﬂ-ensmuupwnhbvsoioroﬂmo malerial. "y

STORAGE

Store away from direct sunlight or heat. Pesticides must be stored in o secured area

away from other products, or feed.

\;.Vosies l.Il from the f Fluvalinate Technical be disposed of on site
resu rom the use o may of onsile or

ulmyappfov";%wos!e disposal facility.

Triple rinse container (or equivalent). Then offer for

puncture o nddlsposeohnusmlarylu'ldlilo:iiolowedby ond alou

ities, by buming. If burned, stay out of smoke.

FIRST AID
IFIN EYES

Flush with plenty of water. Get medicol attention if irritation persists.

IF SWALLOWED

Calo ion or Poison Conirol Center. Drink 1 or 2 glasses of woter ond induce
touching back of throat with finger. Do not induce vomiting or give any-

I'hmgbymoulhtoonm\conscmpuson

IF ON SKIN

Wash with plenty of soop and water.

PHYSICAL/CHEMICAL HAZARD
Do not use or store near heat or open flame.

DIRECTIONS FOR USE
Itis a violation of Federal Laow lo use this in 0 manner inconsistent with its la-
belhg.ReiorlolheFonnululmMomnl formuloting instructions and other tech-

Thlsprodud not be used or referenced as a source of ingredient in the formulo-
m«marwﬂtmdwmwmwmmm
IromSandozCrotholeclnonComowhm

LIMITED WARRANTY AND LIABILITY

MOTICE: Read Ihvs Limaed Warranty and Liabiity belore Q9 Of Using the prodh
once. unopened

105 criteal thal Whes procksc ) he vesead and mimed only 88 specified on he igbel The lews of & State muy ke some or a8 of fee
-1 agsaph Mapphcable Of Mmay gre you ghts hereunder Except 10 the exlent prohdwied by law 1= ~xclusive remedy of the
1P o et anel the lerwl of bty of thes Company or any other Seller o any and sl lossrs. per-.nal ingunns of damages

resaiting liom the use of ihes product muummuﬂwumumun wiotuty OF Peowiact #ive sheed
l wcepl 10 the exlent probsteied by State | aw there is and other Selter b Lawn ) hsheely sy
Personal ingury Or damaoes mmltnnmlﬂﬂﬂhl“-hlmm reerrmenended n is label
dhrechons, almmuu wey thes peOduc | hevioes USe with sy ercep! 83 ' W peneier | 5 inbed (W) arang
rom " ol mwmﬁ-ﬂh-wwvmbﬂamnmu

1 W berns are ved o 6 eqdable tehen 0 ol

mn“mmmpadﬂm and (v) ariging from product not wsed wifrun [he- et degngled shed ble
o lour pears 1om the date of purchase whechever occurs fest THERE ARE NO IMPLIE D WARRANTIH S AND NO WARRANTIES
OF MERCHANTABILITY OR FITNESS

in accordance with on N permit, gmdonc , contact b
your RegmndOHde\eEmmnidoé‘rppcﬂon Agency.m AECEPI'ED -‘!
-5 with COMMENTS A
Ji -l - P in EPA Letter Dated: E.'.,!""—_
&5 & e see B : m&m ©SANDOZ CROP PROTFCTION CORP. 1988
FEB ld ’f}’] - B600101-20-AC
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SANDOZCROP PROTECTION

Sandoz Crop Protection Corporation
Corporate Headquarters

1300 East Touhy Avenue

Des Plaines, Illinois 60018

January 24, 1990

Office of Pesticide Programs
Document Processing Desk (AMEND)
Rcom 266A, Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, Virginia 22202

Attn: G. LARCCCA

Subject: LABEL AMENDMENTS FCR PRODUCTS CONTAINING
FLUVALINATE

Dear Mr. LaRocca:

As you are prohably aware, Sandoz Crop Protection Corporation has
only been in existence since 1986. The coumpany was created by
the merger of Zoecon Covrporation and Veisicol Chemical
Covporation. As a result, many of the products have had more
thanr one registration number. To complicate matters further,
SCPC has relocated their corporate headquarters from Chicago to
Des Plaines, Iiiinois. As you might guess, our labels have gone
thirough many name, number and address changes in the recent past.

inclhuded with this letter are the Application for Pesticide
Amancment. forms for five different products which contain
fluvalinate as the active ingredient. In the past, various
international authorities have had difficuylty with certificates
which do not have the current company name, address and
registration number. While the numerous transfer letlers
pertaining to the products are included as explanation, our
colleagues abroad encounter delays. Per my conversation with Adam
Heyward, I am submitting these changes as amendments in order to
have an EPA stamped copy of each label in osur file.

None of these changes require data and as a result, Sandoz Crop
Protection Corporaticn requests an expediticus review per PR
Notice 89-2.
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Page -2-
Mr. George LaRocca

U.S. Environmental Protection Agency
Subject: Label Notifications

Thank you for your cooperation in this matter. If you have any
questions regarding this matter please call me at (708) 390-3796.

Sincerely,

SANDOZ CROP PROTECTION CORPORATIGON

Donna M. Hillebold
Registration Specialist

Regulatory Affairs

DMH:ps
enclosures

'XXELXX]
° S . o o
(XXX XX . L4
* TXXXX]
. . .
LX)
,' - : ooo-a.
oo *° ceses
sece
. . .
esee XX XXX}
° . .
X
: ... EXEX R
oooi&5 ..O..'
(XXX
.



| i AT

Please read instructions and notice on reverse before completing form. Form Approved. OMB No. 2070-0060. Approval expires 6-30-90.

United States Environmental Protection A%ency OPP Identifier Number
Office of Pesticide Programs (TS-767

Py Exre..brrg Washington, D
‘.’EPA Application for Pesticide: = Registration

Amendment
Section
1. Company/Product Number 2. Date 3. Product Manager 4, Proposed Classification
55947-104 January 23, 1990 G. LaRocca [X] General [ Jioa
5. Name and Address of Applicant (Include ZIP Code)
SANDOZ CROP PROTECTION CORPORATION
1300 EAST TOUHY AVENUE o 25Y 7/ &
DES PLAINES, ILLINOIS 60018 /;'
J
m Check if this is a new address
6. Product Name
FLUVALINATE TECHNICAL
Section Il - Amendment Information

Date of Letter

1. Subject

io Age ofte asponse to Age otte mOthar (explain below)

. Minor amendment to change name, address, registration number and
warranty statement on EPA stamped approved label.

Section Il

1. Material This Product Will Be Packaged In 2. Type of Container

Child-Resistant Packaging Unit Packaging Water-Soluble Packaging YT | Metal
I |Yes ]X |No [—IYes |J( |No Plastic
[Jves [X]no i “Yes,” i “Yes,” Glass

Unit package wgt No. per container |Package weight No. per container Paper
Other (Specify)

| |2 Location of Net Contents Information|4. Size(s) of Retail Container

[X] Label [ ] Container 245 kg (540 1bs)

5. Location of Label Directions 6. Manner in Which Label Is Affixed To Product
w Lithograph I:] Other (Specify)
A | On Label X | Paper glued
On material accompanying product Stenciled
Section IV
1. Contact Point (Complete items directly below for identification of individual to be
contacted, if necessary, to process this application).
Name
DONNA M. HILLEBOLD
Title Telephone No. (Include Area Code) 6. Date Application Received
Registration Specialist (708) 390-3796 (Stamped)
Certification S B Ssugse
| cenify that the statements | have made on this form and all attachments thereto are true, accurate, and sesnn, NS
Ieta | acknowledge that any knowingly false or misleading statement may be pumshable by fine or .
impr sonment or both under applicable law. . by
2. Sig 3, Title : W e o]
Registration " e .
Specialist S . | TR
[ ]
4. Typed Name 5. Date Signed % g Pl
Donna M. Hillebold 1/24/90 o, ..[.
e
- o ] enesha
EPA Form 8570-1 (Rev. 9-88) Previous editions are obsolete. i%ea ap bu
. 196
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Paperwork Reduction Act Notice and Instructions

Paperwork Reduction Act Notice

Public reporting burden for this collection of information is estimated
to average of 0.85 hours per response, including time for reviewing
instructions, searching existing data sources, gathering and maintain-
ing the data needed, and completing and reviewing the collection of
information. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions
for reducing this burden, to Chief, Information Policy Branch, PM-
223, U.S. Environmental Protection Agency, 401 M Street, SW, Wash-
ington, DC 20460; and to the Office of Information and Regulatory
Affairs, Office of Management and Budget, Washington, DC 20503.

Instructions
General

This form is to be used for all applications for new and amended regis-
trations for pesticide products.

In order to process an application for new registration submitted on
this form, the following material must accompany the application:

1. Offer to Pay Statement (EPA Form 8570-22, -23, or -24). (If
not exempted by 40 CFR 162.9-1(b).)

2. Confidential Statement of Formula (EPA Form 8570-4).
3. Five copies of draft labeling.
4. Three copies of any data submitted.

Submission of Labeling - Labeling should first be submitted in the
form of draft labels with all applications for new registration. Such
draft labels may be in the form of typed label text on 8 1/2 x 11 inch
paper or as a mockup of the proposed label. If prepared as a mockup
it should be constructed in such a way as to facilitate storage in an 8
1/2 x 11 inch file. Mockup labels significantly smaller than 8 1/2 x 11
inches should be mounted on 8 1/2 x 11 inch paper for submission.

Submission of Data - Data submitted in support of this application
must be submitted in accordance with PR Notice 86-5.

Specific

Please read the instructions listed below before completing this appli-
cation. First determine the type of registration action, listed in Block
A , for which you are submitting this application. For applications
submitted in connection with New Registration actions, Section I, 111,
and IV must be completed by the applicant. For applications submit-
ted in connection with amended registration actions, Section I, I1, and
IV must be completed by the applicant.

Block A - Check the appropriate action for which you are submitting
this form.

Section I - This Section must be completed for both Registration and
Amended Registration actions.

1. Company/Product Number - Insert your company number, if
one has been assigned. This number may have been assigned
to you as a basic registrant, a distributor, or as an establish-
ment. If application is for an amendment, insert the registra-
tion number of the product.

2. Date - Fill in the appropriate date.

3. Product Manager - If known, fill in the name and number of
the Product Manager.

4. Proposed Classification - Specify the proposed classification

An applicant not residing in the United States must have an
authorized agent residing in the United States to act for them
in all registration matters. The name and complete mailing
address of such an agent must accompany this application.

6. Product Name - Enter the complete product name of this pes-
ticide as it will appear on the label. The name must be specific
to this product only. Duplication of names is not permitted
among products of the same company. Do not include any
brand name or company line designations.

Amendment Information

Section II - This Section must be completed for all applications sub-
mitted in connection with Amended Registration.

1. Subject of Amendment - Check the appropriate block, and
provide a brief explanation of the purpose(s) for the amend-
ment, such as: "the addition of a site, pest, or crop"; "to
change inert ingredient”; "general label revisions of precau-
tionary statements," etc.

Packaging and Container Information

Section III - This Section must be completed for all applications sub-
mitted in connection with New Registration.

1. Type of Packaging - Check the appropriate block if your prod-
uct will be packaged in the indicated packaging types. Indi-
cate the size of the individual packets and number per retail
container.

2. Type of Retail Container - Indicate type of container in which
product will be marketed.

3. Location of Net Contents - Specify the net contents of all retail
containers for your product.

4. Size(s) of Retail Container - Specify the net contents of all
retail containers for your product.

5. Location of Use Directions - Indicate the location of the use
directions for your product.

6. Manner in which label is affixed to product - Indicate the
method product labeling is attached to retail container.

Contact Point

Section IV - This Section must be completed for all Registration and
Amended Registration applications.

1-5. Self-explanatory.
6. EPA Use Only.

for this product.

sREwEs

¥ S-S =50 :\lumiand Address of Applicant - The name of the firm or
e person and address shown in your application is the person or
. fitm to whom registration will be issued. If you are acting in

% bghdif of another party, you must submit authorization from

Phe 2 « ¢hae party to act for them in registration matters.
XX LR .‘...

:..:.. .:..
"-e

:"3"EPA E:I:,EFTO 1 (Rev. 9 88
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

OFFICE OF
PESTICIDES AND TOXIC SUBSTANCES

JAN ¢ 1987

Mr. M. O. Messerschmidt
Sandoz Crop Protection Corp.
341 East Ohio Street
Chicago, IL 60611

Dear Mr. Messerschmidt:

Subject: Transfer of Pesticide Registrations From
Company Number 11273 & 20954, to 55947

Pursuant to Zoecon's requests in their letters of September
2, 1986, and December 5, 1986, we have approved the transfer of
the following registrations from Zoecon Corporation, company
numbers 11273 & 20954 to Sandoz Crop Protection Corp., company
number 55947,

The effective date of these changes is January 2, 1987.

0ld EPA New EPA
Registered Products Reg. No. Reg. No.
THIOVIT 11273-1 55947-48
Thuricide HP Potency Aqueous
Concentrate 11273-2 55947-49
Thuricide HP Spray Concentrate 11273-3 55947-50
Thuricide (R) HP 1.5 B* Dust Base 11273-4 55947-51
Thuricide HP 90M Dust 11273-5 55947-52
Thuricide HP Cornmeal Bait 11273-6 55947-53
Thuricide HP 144M Dust 11273-8 55947-54
Technical Norflurazon 11273-10 55947-55
Thuricide HP 16B Aqueous
Concentrate 11273-11 55947-56
EVITAL 11273-12 55947-57
Zorial 80 WP 11273-13 55947-58
Elgar Biological Insecticide 11273-17 55947-59
Thuricide 400 M Granules 11273-18 55947-60
Solicam 80 WP Herbicide 11273-19 55947-61
Thuricide 32B 11273-23 55947-62
Telok 80 WP 11273-24 55947-63
Noloc Concentrate 11273-27 55947-64
Noloc Bait Formulation 11273-28 55947-65
Thuricide 24B 11273-29 55947-66
Solicam Flowable Herbicide 11273=-32 55947-67
Noloc Concentrate 1 X 10 11273-33 55947-68
Thuricide 32LV 11273-35 55947-69




Registered Products

Thuricide Dust

Zorial Flowable Herbicide

Solicam Flowable Herbicide

Solicam Granular Herblcide

Thuricide 48LV

Thuricide 64 LV Plus

Thuricide 64 LV

Zorial DF Dry Flowable Herbicide

Solicam Dry Flowable Herbicilde

San 415 SC 32 LV

Laser LC Microblal Insecticide
Concentrate :

Laser WP Microbial Insecticide
Concentrate

Enstar 5E Insect Growth Regulator

011 Spray

Best Pentac 50 WP

ZIPP 16-5-8 Turf Feed With Balan

ZIPP Lawn Food With Chinch
Bug Control

ZIPP Turf Food 15-5-10 Weed & Feed

Apex 5E

Dormant Spray

Methoprene Technlcal, An Insect
Growth Regulator for Formulating
Use Only

Do-It Yourself Rose and Ornamental
Pest Control

Do-It Yourself Garden Pest Control

Minex 5E

Altosid 5E-FZ-515

Pentac WP

Pentac (Technical)

Pentac Aqua - Flow Miticide

Mavrik 2E Insecticide

ZPA - 1426

F2-515-0100

Mavrik Aquaflow (TM)

Fluvalinite 25% Bulk (EC)

Fluvalinate 80% Concentrate, An
Insecticide for Manufacturing
Use Only

Fluvalinite Technical, An Insect-
icide for Manufacturing Use Only

Mavrik 2F Insecticlde/Acaricide

Fluvanate 22.3% k F Bulk

Technical Sathon 10-10

Sathon 10-10 Miticide 50% Wettable
Powder

S-Methoprene Technlcal

Pentac Miticide Mist

014 EPA
Reg. No.

11273-36
11273-37
11273-39
11273-41
11273-42
11273-43
11273-41
11273-47
11273-48
11273-49

11273-50

11273-51
209544

2095463
20954-80
20954-82

20954-83
20954-84
20954-89
20954-91

20954-92

20954-98
20954-99
20954-102
20954-104
20954-106

20954-108

20954-112
20954-115
20954-118
20954-122
20954-123
20954-124

20954-125

20954-126
20954-127
20954-129
20954-131

20954-132
10954-135
20954-137

New EPA
Reg. No.

55947-70
55947-71
55947-72
55947-73
559U47-TU
55947-75
55947-76
559U47-7T
55947-78
55947-79

55947-80

55947-81
55947-82
55947-83
55947-84
55947-85

55947-86
55947-87
55947-88
55947-89

55947-90

55947-91
55947-92
55947-93
55947-94
55947-95
55947-96
55947-97
55947-98
55947-99
55947-100
55947-101
55947-102

55947-103

55947~104
55947-105
55947-106
55947-107

55947-108
55947-109
55947-110
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In response to Zoecon's letter of December 5, 1986,

20954-101 has not been transferred.
transfer distributor registrations.

Please note that we do not
New applications for supple-

mental registrations must be submitted by the new registrant.

In order for the supporting data for the above products to
be transferred, EPA must be provided with the date the data was

submitted, the type of data,

the EPA accession number of the

data, if known, and the active ingredients for the subject

products. If the transferor's rights to all data for a
particular active ingredient are transferred,

the transferor

should state whether his or her company name should be deleted
from the data submitters list for that chemical.

Please note that the following products are pending registra-
tion with EPA and cannot be marketed in interstate commerce until

they have been

Product Name

Telok Granular

registered.

Oxadixyl Technical

Sandofan 31F
Evisect 50SP

Pentac Miticide Mist Concentrate

0ld EPA
File Symbol

11273-UA (46)
11273-LE (52)
11273-LU (54)
11273-LL (55)

New EPA
File Symbol

55947-RRR (111)
55947-RRE (112)
55947-RRG (113)
55947-RRU (114)

20954-RGI (138) 55947-RRL (115)

The following Experimental Use Permits (EUPs) have been

transferred.

EUP Name

SAN 518F/Potatoes (renewal pending)

SAN 518F/Tomatoes (pending)
SAN 410I Potatoes (pending)

SAN 506F Potatoes/Tomatoes (pending)

Zorial Peanuts exp. 4/9/88

SPUR 22EW

Their expiration dates have not changed.

0ld EPA
File Symbol

11273-EUP-33
11273-EUP-GT
11273-EUP-UN
11273-EUP-UG
11273-EUP-44
20954-EUP-33

New EPA
File Symbol

55947-EUP~4
55947-EUP-L
55947-EUP-A
55947-EUP-T
55947-EUP-8
55947-EUP-9

The following Experimental Use Permits have expired and
cannot be transferred.

EUP Name

Mavrik 2E exp.

Mavrik 2E exp.
SPUR 22EW exp.
SPUR 22EW exp.
SAN 810I 4.5TB

5/15/86
9/17/86
9/17/36
5/15/86
300 exp. 8/30/86

SAN 810I 4wG 303 exp. 8/30/86
SAN 3810I 4wG 301 exp. 8/30/86
SAN 810I 4wWG 302 exp. 8/30/86

01d EPA
File Symbol

20954-EUP-19
20954-EUP-27
20954-EUP-28
20954-EUP-29
20954-EUP-30
20954-EUP-31
20954-EUP-32
20954-EUP-33
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Reglstration 1s in no way to be construed as an endorsement
or approval of these products by the Agency. In order to protect
health and the environment, the Administrator, on his motion,
may at any time suspend or cancel the registratlion of a pesticilde
in accordance with FIFRA.

By copy of this letter we are Informing Zoecon Corporation
of these changes.

Sincerely,

Arthur Donner, Section Head
Reglstration Support and
Emergency Response Branch
Reglstration Division (TS 767-C)

cc: Zoecon Corporation
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' UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

) 36722
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DEC 1 41984
"ﬂ. LI E. Stlig@t
Zoecon Corporation
975 california Avenue
Palo Alto, CA 94304
Dear Ms. Staiger:
Subject: Fluralinate Technical
EPR Registration MNo. 20984-126
' Your Ietter of Movember 14, 1984
The.labeling referred to above, submitted in connection with req.tstrntiori

under the Federal Insecticide, FPungicide and Rodenticide Act, as amended, is

acceptable. A stamped copy is enclosed for your records.

At Sincerely yours,

2 Timothy A. Cardner
Product Manager-17
Insecticide-Rodenticide Branch
n : Registration Division (TS=767)
Enclosure :
RD/DIS : JOB :51442 :Gardner :sah :RD=-57:12/11/84 :¥enderick & Co., 898-1270:Del . 12/20/84
CONCURRENCES
SYMBOL »
i S vt G N Sl G L R et 4
TRUSTNIS 7.2 M0G0 | et opa g« SRl L L= R ™ B L TR et | st T | Tl TR SN L e e
DATE g
EPA Form 1320-1 (4-81) OFFICIAL FILE COPY
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n6100-00 IFLUVALINATE TtecHNiCAL

AN INSECTICIDE-ACARICIDE FOR MANUFACTURING USE ONLY

ACTIVE INGREDIENT: .

(aRS,2R)-fluvalinate [(RS-a-cyano-3-phenoxybenzyl
(R)-2-[2-chloro-4-(trifluoromethyl) anilino}-3-methyl-
T e g e P S SER I AT 85%

PR WO = = & o &4 6% o5 ann & mies e s s esnsens VN
‘US Pat 4.260.63344.411.912

Refer to analytical label on thisdrum Lot
for exact analysis of this lot. No._____ LY

Specific gravity: 1.29
NET CONTENTS: 245 Kg (540 Ibs.)

EPA Registration No. 20954-126
EPA Est. No. 1258-NY-3

MADE IN USA

HAZARDS TO HUMANS

WARNING e e
OPEN CONTAINER IN WELL VENTILATED AREA. DO NOT BREATHE FUMES

May be fatal if swallowed Causes moderate eye irritation. Avoid contact with skin.
eyes or clothing. Wash thoroughly with soap and water after handling and before eat-

ing or smoking. Remove contaminated clothing and wash thoroughly before reuse
Sensitive persons may temporarily experience an itching. burning sensation, with or
without a rash. following exposure. Avoid hand or sleeve-to-face exposure

24 Hour Emergency Phone Response (415) 857-0172 (collect)

ENVIRONMENTAL HAZARDS

This product is highly toxic to fish. Do not discharge into lakes, streams. ponds or
public waters unless in accordance with an NPDES permit. For guidance. contact
your Regional Office of the Environmental Protection Agency

STORAGE AND DISPOSAL

Do not contaminate water. food. or feed by storage or disposal. In case of spill
or leak, ventilate area well, then soak up with soil or other absorbent matenal
Storage: Store away from direct sunlight or heat. Pesticides mustbe stored ina
secured area away from other products, food or feed

Disposal: Wastes resulting from the use of Fluvalinate Technical may be dis-
posed of on site or at any approved waste disposal facility

Triple rinse container (or equivalent). Then offer for recycling or reconditioning,
or puncture and dispose of in a sanitary landfill. or incineration. or. by other
procedures approved by State and local authorities

FIRST AID

If in eyes: Flush with plenty of water Get medical attention if irritation persists

If swallowed: Call a physician or Poison Control Center Drink 1 or 2 glasses of water and
induce vomiting by touching back of throat with finger Do not induce vomiting or give
anything by mouth to an unconscious person

If on skin: Wash with plenty of soap and water

PHYSICAL/CHEMICAL HAZARD E alt,
Do not use or store near heat or open flame : | cosens
DIRECT'ONS FOH USE :Ololc . .
it is a violation of Federal law to use this product in a manner inconsistent with itS3°° 2

labeling. Refer to the Formulators Manual for formulating instructjons,and other

technical information e T S
This product may not be used or referenced as a source of mgrednem inthe eee

formulation, manufacture or registration of any products without pr;&wutgn authori-,

zation from Zoecon Corporation e
WARRANTY AND CONDITIONS OF SALE g et
Zoecon Corporation warrants that this product conforms to the cherfiigad€scriphdn ¢ = * *
on the label. Zoecon makes no other warranty. express or imphed T e ow

Manufactured by: Zoecon Corporation, a Sandoz Company
> 4 Crop Protection Division

B87-1000-56 RO

Palo Alto. California 94304 203




Zoecon Corporation 975 California Avenue, Palo Alto, California 94304
A Sandoz Company P.O. Box 10975, Palo Alto, California 94303

November 14, 1984

Mr. Timothy Gardner PM-17
Insecticide/Rodenticide Branch
Registration Division TS-767C

U.S. Environmental Protection Agency
Crystal Mall Bldg. #2, Room 207

1921 Jefferson Davis Highway
Arlington, VA 22202

Subject: Fluvalinate Technical, an Insecticide for Manufacturing Use Only
EPA Reg. No. 20954-126

Dear Mr. Gardner:

Enclosed please find five (5) copies of the final printed label for the above

product. These are being submitted as part of the conditions required for
registration of Fluvalinate Technical.

Should you have any questions regarding this product do not hesitate to
contact me,

Sincerely,
Keconn & Stoger
Luana E. Staiger
Registration Specialist

dje
enclosures

0148p . :.00::

v o
-~

Telephone: (415) 857-1130 Cable: Zoecon Telex: 345550 (Zoecon PLA)
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Zoecon Industries ;
12200 Denton Drive

Dallas Tx 75234

I, Timothy A. Gardner, Product Manager 17, Insecticide-
Rodenticide Branch, Registration Division, Office of Pesticide
Programs, Office of Pesticides and Toxic Substances, U.S.
Environmental Protection Agency, do hereby certify that the
pesticide product listed below is currently registered with
this Agency under the Federal Insecticide, Fungicide, and
Rodenticide Act, as amended, that the label attached is a true,
correct, and compared copy of the correspondence of record, and
that the product may be sold and marketed in the United States
of America for the uses indicated on the label.

The product registration listed below has been issued to:

Zoecon Industries
12200 Denton Drive
Dallas TX, 75234

EPA Registration Number Name of Product

20954-126 Fluvalinate

IN WITNESS WHEREOF

I have hereunto set my hand

and affixed the seal of the

U.S. Environmental Protection
Agency this 19th day of June ,1984,

Timothy A. Gardner
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Zoecon Industries

June 14, 1984

Mr. Timothy Gardner (PM-17)
Insecticide-Rodenticide Branch
Registration Divsion (TS-767)

U.S. Environmental Protection Agency
Crystal Mall, Bldg. 1

1921 Jefferson Davis Hwy.

Arlington, VA 22202

RE: Registration Certification Letters

Dear Mr. Gardner:

Please prepare 5 letters certifying the following product is currently
registered with the Environmental Protection Agency and that the enclosed
product label is a true, correct and compared copy of the correspondence
of record. These certification letters will be used in support of
international regulatory clearance and thus it is imperative that they
have the Agency's official seal and be on EPA letterhead.

EPA Reg. Product Active
Number Name Use Ingredient
20954-126 Fluvalinate Technical Pesticide Fluvalinate

This product will be offered for sale under the basic registered label rather
than as a supplemental distributor label. For your convenience in reviewing
the product label, I have included a copy of the EPA registered label. Also
included is an example of the certification letter needed.

Would you please return the certification letters to my attention in Dallas by
Federal Express. I have enclosed a self-addressed Federal Express air bill

and envelope. The local Federal Express dispatch telephone number is
691-1901. Federal Express requires one (1) hour access time for pick up.

Thank you in advance for your assistance in processing this request. If you

have any questions or if additional information could be furnished by Zoecon
to expedite this request, please contact either Gary Clark or me at

214/243-2321. et e
Sincerely,
ZOECON INDUSTRIES .
A Division of Zoecon Corporation .
Susan Brotherton .:.:.
Regulatory Specialist cese
SB:sw
Enclosures

MAILING ADDRESS: 12200 Denton Drive « Dallas, Texas 75234« (214) 243-2321

CORPORATE ADDRESS: 12000 Ford Road « Dallas, Texas 75234 206

Telex #730775
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PRODUCT CODE 6100-00

JETNERE SN
‘

FLUVALINATE TECHNICAL
An Insecticide-Acaricide For Manufacturing Use Only

ACTIVE INGREDIENT:

(eRS,2R)-fluvalinate [(RS)-a-cyano-3-phenoxybenzyl
(RT—24f2-chloro-4 (trifTuoromethyl)anilino]-3-methyl-
butanoatel* ........ cecccenee ceeens Ceseececsctecccsnananas 85%

INERT INGREDIENTS: ceveevecececcnnocansacssossnssscanconss 15%
Lot No:

Specific -Gravity: 1.29 g/cc
Refer to analytical label on this drum for exact analysis of this lot.

*U.S. PAT. 4,260,633 and other Patents Pending. . ATINTIID

EPA Registration No. 20954- Ll
EPA Est. No. 1258-NY-3

HAZARDS TO HUMANS o N
WARNING SERE

OPEN CONTAINER IN WELL VENTILA*ED AREA ,;;C)fahi:f:£:1142?<;7

DO NOT BREATHE,FﬂmES

A\ \\’ :
May be fatal if swallowed. Cauggs: ﬁﬁhgbdte qrr1tat1on Avoid contact
with skin, eyes or clothing. w 3ﬁh/soap and water after
handling and before eating or sm ng. Q\V’ Céﬁtaminated clothing and
wash thoroughly before reuse. }x
FIRST AID

IF IN EYES: Flush with plenty of water. Get medical attention
if irritation persists.
IF SWALLOWED: Call a physician or Poison Control Center. Drink 1 Q1.2 seeses

glasses of water and induce vomiting by touching back.ot: ¢
throat with finger. Do not induce vomiting or give anyth1ng"“"

by mouth to an unconscios person. Jesste  seees

IF ON SKIN: Wash with plenty of soap and water. .  eeses®
ENVIRONMENTAL HAZARDS ";‘- cogies’

This product is highly toxic to fish. Do not discharge into lakedse" oi" ::2::3

streams, ponds or public waters unless in accordance with an NPDES geee
permit. For guidance, contact your Regional Office of the Envirofhtnhtal
Protection Agency.

PHYSICAL/CHEMICAL HAZARD
207
Do not use or store near heat or open flame.
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STORAGE AND DISPOSAL

Do not contaminate water, food, or feed by storage or disposal.
In case of spill or leak, ventilate area well, then soak up with soil or
other absorbent material. :

Pesticide Disposal: Pesticide or rinse water that cannot be used according
to label instructions must be disposed of according to
Federal or approved state procedures under Subtitle C
of the Resources Conservation and Recovery Act.

Container Disposal: Triple rinse (or equivalent). Then offer for
recycling or reconditioning or puncture and dispose of
in a sanitary landfill, or by other approved state and
local procedures.

DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in a manner inconsistent with
its labeling. Refer to the Formulators Manual for formulating instructions and
other technical information.
This product may not be used or referenced as ource of ingredient in the
products without prior written
™

formulation, manufacture or registration af
authorization from Zoecon Corporation. <

w%eﬂ?n

Zoecon Corporation warrants that this ;,;auct conforms to the chemical description
on the label. Zoecon makes no other warranty, express or implied. ‘

o)
\ .
ey

ZOECON CORPORATION
AGRICULTURAL CHEMICALS DIVISION
Palo Alto, California 94304

MADE IN USA
NET CONTENTS: 258 Kg (569 1bs.)
68-6100-14 RO R
(0399E) E...:‘. po:fo.
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ZOECON Industrials
12200 Denton Drive
Dallas TX, 75234

1, Timothy A. Gardner, Product Manager 17, Insecticide-
Rodenticide Branch, Registration Division, Office of Pesticide
Programs, Office of Pesticides and Toxic Substances, U.S.
Environmental Protection Agency, do hereby certify that the
pesticide product listed below is currently registered with
this Agency under the Federal Insecticide, Fungicide, and
Rodenticide Act, as amended, that the label attached is a true,
correct, and compared copy of the correspondence of record, and
that the product may be sold and marketed in the United States
of America for the uses indicated on the label.

The product registration listed below has been issued to:
Zoecon Industries

12200 Denton Drive
Dallas TX, 75234

EPA Registration Number Name of Product

20954-126 Fluvalinate Technical

IN WITNESS WHEREOF

I have hereunto set my hand
and affixed the seal of the
U.S. Environmental Protection

Agency this l1lst day of June ,1984,

Timothy A. Gardner
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Zoecon Industries

January 31, 1984

Mr. Tim Gardner (PM-17)

U.S. Environmental Protection Agency
Crystal Mall, Bldg. 2

1921 Jefferson Davis Hwy.

Arlington, VA 22202

RE: Registration Certification Letters
Dear Mr. Gardner:

Please prepare 16 letters certifying the following product is currently

. registered with the Environmental Protection Agency and that the enclosed
product label is a true, correct and compared copy of the correspondence of
record. These certification Tetters will be used in support of international
regulatory clearance and thus it is imperative that they have the Agency's
official seal and be on EPA letterhead.

EPA Reg. Product Active
Number Name Use Ingredient
20954-126 Fluvalinate Technical Pesticide Fluvalinate

This product will be offered for sale under the basic registered label rather
than as a supplemental distributor Tabel. For your convenience in reviewing
the product label, I have included a copy of the EPA registered label. Also
included is an example of the certification letter needed.

. Would you please return the certification letters to my attention in Dallas by
Federal Express. I have enclosed a self-addressed Federal Express air bill
and envelope. The local Federal Express dispatch telephone number is
691-1901. Federal Express requires one (1) hour access time for pick up.

Thank you in advance for your assistance in processing this request. If you
have any questions or if additional information could be furnished by Zoecon
to expedite this request, please contact either Gary Clark or me at
214/243-2321.

Sincerely,
ZOECON INDUSTRIES
A Division of Zoecon Corporation

St BivRessho~——

Susan Brotherton
Regulatory Specialist

SB:sw
Enclosures

MAILING ADDRESS: 12200 Denton Drive « Dallas, Texas 75234 « (214) 243-2321

CORPORATE ADDRESS: 12000 Ford Road « Dallas, Texas 75234 (]| A IR AVET: UJ
Telex #730775 2239 |




PRODUCT CODE 6100-00

- -

FLUVALINATE TECHNICAL
Aﬁ Insecticide-Acaricide For Manufacturing Use Only

ACTIVE INGREDIENT:

(2RS,2R)=-fluvalinate [(RS)=-a=-cyano~3-phenoxybenzyl
(RT‘?JIZ-ch10r0-4-(triFT_bromethyl)anil1no]-3-methy1-
butanoate] L BN B BB BN B O B R R B OB B B B BN A BB B BB BB B A B B B BB BN B BB B 85%

INERT INGREDIENTS: LR B B O B B O B B BN B B BN BN B B B BN BB B BN B I R B B B N B 15%
Lot No:

Specific Gravity: 1.29 g/cc
Refer to analytical label on this drum for exact analysis of this lot.

*U.S. PAT. 4,260,633 and other Patents Pending. BRI

EPA Registration No. 20954- T,
EPA Est. No. 1258-NY-3

HAZARDS TO HUMANS
WARNING

OPEN CONTAINER IN WELL VENTILATED AREA 20954124

DO NOT BREATHE ,Emlzs

May be fatal if swallowed. Causqs np erite gyg irritation. Avoid contact
with skin, eyes or clothing. Wa oro! ghiy with-soap and water after

handling and before eating or smoking. \ move ) contaminated clothing and
wash thoroughly before reuse. \,\sv '

FIRST AID

IF IN EYES: Flush with plenty of water. Get medical attention
if irritation persists.

IF SWALLOWED: Call a physician or Poison Control Center. Drink 1 or 2
glasses of water and induce vomiting by touching back ot .
throat with finger. Do not induce vomiting or give anything
by mouth to an unconscios person.

IF ON SKIN: Wash with plenty of soap and water.

ENVIRONMENTAL HAZARDS

This product is highly toxic to fish. Do not discharge into lakes,
streams, ponds or public waters unless in accordance with an NPDES -
permit. For guidance, contact your Regional Office of the Environmental
Protection Agency.

PHYSICAL/CHEMICAL HAZARD

211
Do not use or store near heat or open flame.




STORAGE AND DISPOSAL

Do not contaminate water, food, or feed by storage or disposal.
In case of spill or leak, ventilate area well, then soak up with soil or
other absorbent material. ‘

Pesticide Disposal: Pesticide or rinse water that cannot be used according
to label instructions must be disposed of according to
Federal or approved state procedures under Subtitle C
of the Resources Conservation and Recovery Act.

Container Disposal: Triple rinse (or equivalent). Then offer for
recycling or reconditioning or puncture and dispose of
in a sanitary landfill, or by other approved state and
local procedures.

DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in a manner inconsistent with
jts labeling. Refer to the Formulators Manual for formulating in$§tructions and
other technical information.

This product may not be used or referenced as a(source of ingredient in the
formulation, manufacture or registration o <§hyvproducts without prior written
authorization from Zoecon Corporation. <§; e

Possoe

\ \\va
A\ \
WARYANY TJONS OF SALE
S) \f@@
Zoecon Corporation warrants that this uct conforms to the chemical description

on the label. Zoecon makes no other wdrranty, express or implied.
ZOECON CORPORATION
AGRICULTURAL CHEMICALS DIVISION
Palo Alto, California 94304
MADE IN USA
NET CONTENTS: 258 Kg (569 1bs.)

68-6100-14 RO
(0399E)
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EPA REGISTRATION NO. DATE OF ISSUANCE
U.S. ENVIRONMENTAL PROTECTION AGENCY
OFFICE OF PESTICIDES PROGRAMS

REGISTRATION DIVISION (WH-567) TERM OF ISSUANCE
WASHINGTON, D.C. 20480

NOTICE OF PESTICIDE: CJ ARt L NAME OF PESTICIDE PRODUCT

[[] REREGISTRATION

(Under the Federal Insecticide, Fungicide,
and Rodenticide Act, as amended)

NAME AND ADDRESS OF REGISTRANT (Include ZIP code)

B =1 -~
/40 ‘?7%/5(5
i

L #

NOTE: Changes in labeling formula differing in substance from that accepted in connection with this registration must be
submitted to and accepted by the Registration Division prior to use of the label in commerce. In any correspondence on this
product always refer to the above U,S. EPA registration number,

. On the basis of information furnished by the registrant, the above named pesticide is hereby Registered /Reregistered under

the Federal Insecticide, Fungicide, and Rodenticide Act.

A copy of the labeling accepted in connection with this Registration/Reregistration is returned herewith.

Registration is in no way to be construed as an indorsement or approval of this product by this Agency. In order to protect
health and the environment, the Administrator, on his motion, may at any time suspend or cancel the registration of a pest-
icide in accordance with the Act. The acceptance of any name in connection with the registration of a product under this
Act is not to be construed as giving the registrant a right to exclusive use of the name or to its use if it has been covered
by others,

D ATTACHMENT IS APPLICABLE BBT mcUMENT AVA'LABLEﬂ

SIGNATURE OF APPROVING OFFICIAL ATE

Lot et
EPA Form 8570.6 (Rev. 5-76) PREVIOUS EDITION MAY BE USED UNTIL SUPPLY IS EXHAUSTED. 213




PRODUCT CODE 6100-00

FLUVALINATE TECHNICAL

An Insecticide-Acaricide For Manufacturing Use Only

ACTIVE INGREDIENT:

(oRS,2R)-fluvalinate [(RS)-a-cyano-3-phenoxybenzy?
(R)-2-T2-chloro-4-(trifTuoromethyl)anilino]-3-methyl-
butanocate J*

INERT INGREDIENTS: ..... ceseseneres tereearenes eeeeeaes

Lot No: _
Specific Gravity: 1.29 g/cc

ere 15%

Refer to analytical label on this drum for exact ana]ysisvof this lot.

*U.S. PAT. 4,260,633 and other Patents Pending.

EPA Registration No. 20954-
EPA Est. No. 1258-NY-3

ACCE>TED
. with COMMENTS
in EPA Letter Dated;

JUL 26 1983

HAZARDS TO HUMANS
WARNING

OPEN CONTAINER IN WELL VENTILATED AREA
DO NOT BREATHE FUMES - =

- Under the Federal Insecticide,

Fungicide, and Rodenticide Act

" as amended, for the pesticide

registered under EPA Reg. No. |

095 L —12 &

May be fatal if swallowed. Causes moderate eye irritation.

Avoid contact

with skin, eyes or clothing. Wash thoroughly with soap and water after

handling and before eating or smoking.
wash thoroughly before reuse.

FIRST AID

-IF IN EYES:
if irritation persists.

IF SWALLOWED: Call a physician or Poison Control Center.

-throat with finger.
by mouth to an unconscios person.
Wash with plenty of soap and water.

ENVIRONMENTAL HAZARDSV

IF ON SKIN:

This product is highly toxic to fish. Do not discharge into 1akes,-:' o
streams, ponds or public waters unless in accordance with an NPDES o . .
For guidance, contact your Regional Office of the Environmental

permit.
Protection Agency.

PHYSICAL /CHEMICAL HAZARD

Do not use or store near heat or open flame.

. Drink 1 or®25°F 3
glasses of water and induce vomiting by touching back of  °
Do not induce vomiting or give anythjng se

Remove contaminated clothing and

Flush with plenty of water. Get medical attention

6043v0a
-

(XXX}

L} * .

*n .
L]
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STORAGE AND DISPOSAL’

Do not contaminate water, food, or feed by storage or disposal.
In case of spill or leak, ventilate area well, then soak up with soil or
other absorbent material.

Pesticide Disposal: Pesticide or rinse water that cannot be used according .
to label instructions must be disposed of according to
Federal or approved state procedures under Subtitle C
of the Resources Conservation and Recovery Act.

Container Disposal: Triple rinse (or equivalent). Then offer for
recycling or reconditioning or puncture and dispose of
in a sanitary landfill, or by other approved state and
local procedures.

DIRECTIONS FOR USE

- It is a violation of Federal Law to use this product in a manner .inconsistent with
its labeling. Refer to the Formulators Manual for fonnulating instructions and

other technical information.
This product may not be used or referenced as a source of 1ngred1ent in the

formulation, manufacture or registration of any products w1thout prior written
author1zat1on from Zoecon Corporation.

~ WARRANTY AND CONDITIONS OF SALE

Zoecon Corporation warrants that this product conforms to the chemical description
on the label. . Zoecon makes no other warranty, express or implied.

- ZOECON CORPORATION
AGRICULTURAL CHEMICALS DIVISION
Pa]o Alto, California 94304

MADE IN USA

NET CONTENTS: 258 Kg (569 1bs.)
68-6100-14 RO T e
(0399E) » :...:. [ AN X
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Zoecon Corporation 975 California Avenue, Palo Alto, California 94304

July 12, 1983

Mr. Timothy A. Gardner (PM-17)
Insecticide — Rodenticide Branch
Registration Division (TS-767-C)
U.S. Environmental Protection Agency
Crystal Mall, Bldg. #2 RM 207

1921 Jefferson Davis Highway
Arlington, PA. 22202

Subject: Fluvalinate Technical, An Insecticide For Manufacturing Use Only
List of Data Requirements

Dear Mr. Gardner:

Zoecon Corporation hereby submits the enclosed List of
Data previously submitted in support of registration of
Fluvalinate Technical, An Insecticide for Manufacturing
Use Only, as required by the Owner Submission Method of
Data Requirements, described in PR Notice 83-4.

Please do not hesitate to call if you have any questions
concerning this submission or any of the data listed here.

Sincerely,

Aduane St Honce

Adrienne Ste. Marie
Registration Specialist

Telephone: (415) B57-1130 Cable: Zoecon Telex: 345550 (Zoecon PLA) ‘il A |
L2 /4.3




o -~FLUVALINATE TECHNICAL, AN INSECTICIDE FOR MANUFACTURING USE ONLY

LIST OF DATA REQUIREMENTS

OWNER SUBMISSION METHOD

CONF IDENTIAL

DATA STUDY DATE ACCESSION BUSINESS
REQUIREMENT TITLE SUBMITTED NUMBER INFORMATION
158.120 Product Chemistry

Product Identity Fluvalinate Chemistry-Product Identity 2-4-82 070657 No

Analysis of Ingredient Analysis of Chemical Impurities in 2-4-82 070657 Yes

Technical Fluvalinate

Physical and Chemical Fluvalinate: Physical and Chemical 2-4-82 070657 Yes

Characteristics Properties
158.125 Residue Chemistry

Chemical Identity Proposed Label 4-30-83 —_ No

Directions for Use Proposed Label 4-30-83 _ No
158.130 Environmental Fate

Degradation Studies-Lab:

Hydrolysis Hydrolytic Stability of Fluvalinate 2-4-82 070658 Yes

Photodegratation in Photodegration of Fluvalinate 11-21-79 241389 Yes

Water

*Conditional Data Requirement
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FLUVALINATE TECHNICAL, AN INSECTICIDE FOR MANUFACTURING USE ONLY

LIST OF DATA REQUIREMENTS

OWNER SUBMISSION METHOD

CONFIDENTIAL

DATA STUDY DATE ACCESSION BUSINESS
REQUIREMENT TITLE SUBMITTED NUMBER INFORMATION

Metabolism Studies:

Aerobic Soil Aerobic Soil Metabolism of Fluvalinate 11-21-79 241389 Yes

Mobility Studies:

Leaching Degradation and Movement of Fluvalinate 2-8-83 250536 Yes

in Soil
Dissipation Studies:
Soil Degradation and Movement of Fluvalinate 2-8-83 250536 Yes
in Soil

158.135 Toxicology

Acute Testing:

Oral LDgg - Rat Acute Oral Toxicity of ZR-3210 - Rat 2-4-82 070660 Yes

Dermal LDgg Acute Permal Toxicity-ZR-3210 5-8-81 070095 Yes

Inhalation LCgg See Footnote 1

Primary Eye Irritation Primary Eye Irritation—-ZR-3210 11-21-79 241389 Yes

Primary Dermal Irritation See Footnote 2

Dermal Sensitization See Footnote 2 T

Acute Delayed Acute Delayed Neurotoxicity in

Neurotoxicity — Hens Hens with ZR-3210 5-8-81 070096 Yes

*Conditional Data Requirements

o
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FLUVALINATE TECHNICAL, AN INSECTICIDE FOR MANUFACTURING USE ONLY

LIST OF DATA REQUIREMENTS

OWNER SUBMISSION METHOD

CONF IDENTIAL
DATA STUDY DATE ACCESSION BUSINESS
REQUIREMENT TITLE SUBMITTED NUMBER INFORMATION

Subchronic Testing:
#*21-Day Dermal-Rabbit 21-Day Dermal Toxicity Study in Rabbits 2-4-83 070664 Yes

with ZR-3210
Chronic Testing:
*Chronic Feeding-Dog 6-Month Subchronie Dog Study - ZR-3210 5-8-81 070098 Yes
*Teratogenicity-Rats Teratology Study in Rats: ZR-3210 5-8-81 070097 Yes
*Teratogenicity—Rabbit Rabbit Teratology Study of ZR-3210 2-4-82 070663 Yes
*Reproduction-Rat Two—Generation Reproduction Study in 2-4-82 070096 Yes

‘ Rats: ZR-3210

Mutagenicity Testing:
*Gene Mutation Mutagenicity Evaluation of ZR-3210 2-4-82 070664 Yes

in the Ames Salmonella/Microsome

Plate Test
*Chromosomal Aburation Mutagenicity Evaluation of ZR-3210 in 11-21-79 241388 Yes

an invitro Cytogenetic Assay
Special Testing:
*Metabolism—Rat Fluvalinate Metabolism by Rats 4-30-83 250142 Yes

*Conditional Data Requirements . 219




FLUVALINATE TECHNICAL, AN INSECTICIDE FOR MANUFACTURING USE ONLY

LIST OF DATA REQUIREMENTS

OWNER SUBMISSION METHOD

CONFIDENTIAL
DATA STUDY DATE ACCESSION BUSINESS
REQUIREMENT TITLE SUBMITTED NUMBER INFORMATION
158.145 Wildlife and Aquatic Organisms
Avian and Mammalian Testing:
Avian Oral LDgg Acute Oral LDg5g of Half-Resolved 2-4-82 070665 Yes
ZR-3210 in Bobwhite Quail
Avian Dietary LCjsg Eight Day dietary LCg5p in Bobwhite 2-4-82 070665 Yes
Quail: ZR-3210
*Avian Reproduction One Generation Reproduction Study in 5-8-81 070100 Yes
Bobwhite Quail: ZR-3210
Aquatic Organism Testing:
Freshwater Fish LCgg Acute Toxicity of Fluvalinate Technical 2-4-82 070665 Yes
to Rainbow Trout
Acute LCgg Freshwater Dynamic Acute Toxicity of (*RS, 2R) 4-30-83 250141 Yes
Invertabrates Fluvalinate Technical to the Water Flea
(Daphnia Magna)
*Acute LCsp Acute Toxicity of Fluvalinate Technical 4-30-83 250141 Yes
Estuarine and Marine to Mysid Shrimp
Organisms
*Fish Early Life Early Life Stage Toxicity of Fluvalinate4-30-83 250141 Yes
Stage Technical to Fathead Minnows in a Flow
Through System
*Aquatic Inverta- Chronic Toxicity of Fluvalinate 4-30-83 250141 Yes

brates Life Cycle

Technical to Daphnia Magna under Flow
Through Conditions

*Conditional Data Requirements
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FLUVALINATE TECHNICAL, AN INSECTICIDE FOR MANUFACTURING USE ONLY
LIST OF DATA REQUIREMENTS

OWNER SUBMISSION METHOD

CONFIDENTIAL

DATA STUDY DATE ACCESSION BUSINESS
REQUIREMENT TITLE SUBMITTED NUMBER INFORMATION
158.155 Non-Target Insects

Honey Bee Acute Bee Research Investigation with 10-6-82 —_ Yes

Contact LDgg Fluvalinate Technical, 1982

Final Report
Honey Bee-Toxicity Bee Research Investigation with 10-6—-82 _— Yes

of Residues on Foliage Fluvalinate Technical, 1982

Final Report

*Conditional Data Requirement

Footnote 1:

Footnote 2:

0541E

Technical fluvalinate is an extremely viscous liquid which cannot be poured unless heated. Since
aerosolization of technical fulvalinate and subsequent inhalation exposure is not possible, the
acute inhalation study was not conducted.

Due to the highly viscous nature of technical fluvalinate, it is not possible for human dermal
exposure to occur via splashing or splattering, as with less viscous liquids. If skin exposure were
to occur, it would be to a discrete glob off semi-solid material which could be removed by a rapid
stream of water and would not remain on the skin. Maintaining prolonged contact between skin and
the technical chemical in a laboratory test is an artificial situation, unrelated to potential human
exposure. Accordingly, a separate test for primary dermal irritancy was not conducted. However
irritation to directly exposed skin was assessed as one of two tests endpoints of a total of four
acute dermal toxicity studies with both rats and rabbits.

® ¢




T ML HaortF i

\‘UL 1' 3 ms MEMO TO FILE Date l""_ 25 1983

;/m//’w/e 2095 Y¥-/2¢
(Chemical) (ﬁ%?istration Number)
ecc v Yo'o 0 'S for @ for'd n
(Applicant) Type of Action)

In Monsanto Co. v. Acting Administator, EPA (E.D. Mo. No. 79-366c (1)
Judge H. Kenneth Wangelin ruled, in an amended Judgement on May 9, 1983,
that applications for pesticide registrations can be approved by EPA under
Sections 3(c)(5) and 3(c)(7) of FIFRA in cases where the applicant has submitted
to EPA, and relied soley upon, his own data to support his application for
registration; provided that any applicant for registration must either submit
its own data, or cite its own previously submitted data, or cite data that
appears in the public literature, or cite the previously submitted data of
another person with the prior written permission of such other person, and that
EPA is precluede from considering or using any other data in support of any
application for registration.

In response to the rulings in the NACA and Monsanto court cases the Agency,

on June 16, 1983 issued PR Notice 83-4 announcing two interim procedures.
First, the Owner Submission Method, by which applicants for registration or
amended registration under section 3 of FIFRA may satisfy the statutory require-

e applicant is required to (A) submit a list of data requirements applicable

o his product, and (B) satisfy each data requirement either (1) by submitting
(or citing) his own valid data (2) by citing valid data previously submitted to
EPA by another, with the original submitted permission (3) by documenting that

no data have previously been submitted which would meet the spcific data require-
ment, or (4) by a combination of these. Applicants for registration of an
end-use product electing to rely on the formulators exemption must submit with
his list of data requirements a fully completed "FORMULATORS EXEMPTION STATEMENT"
and must have on file with the Agency a current, complete, and accurate Confiden-
tial Statement of Formula or if the Confidential Statement of Formula is not
current and accurate, must submit a new one.

Second, the Permission of All Prior Data Submitters (or Total Permission)
Method of Support, which an applicant may use rather than the Owners Submission
Method, provided the applicant furnishes written permission from all data submit-
ters who have furnished data which are relevant to support the applicant's
product registration. This includes permission from everyone on the Agency's = -

Q‘int to provide data to support their application. Under this method of support

‘ost recent data submitters list and any other data submitter the EPA identifies.

Therefore, to reasonably ensure compliance with the NACA and Monsanto judg-
ments and PR Notice 83-4, a review of the items checked below has been conducted.
The results of that review is summarized in the comment section of this memo.

CO%ﬂENTS

I. OWNRRS SUBMISSION METHOD OF SUPPORT CHOSEN BY APPLICANT

LIST OF DATA REQUIREMENTS (page 11, I, A)

LIST OF DATA SATISFYING ABOVE REQUIREMENTS (page 17, B)

PERMISSION LETTER(S) IF APPROPRIATE (page 11, I, 2 or 4)

ORMULATORS EXEMPTION FORM (83-4A page 1)

CONFIDENTIAL STATEMENT OF FORMULA (page 12, 2) . s

__ II. TOTAL PERMISSION METHOD OF SUPPORT CHOSEN BY APPLICANT (83-4A page 15) =*
___ PERMISSION FROM DATA SUBMITTER LIST COMPANIES
____ PERMISSION FROM OTHER SOURCES

This registration action {'s considered to be in compliance with
the above judgment, and with PR Notice 83-4.

CONCURRENCE:

Producﬂ\panager Bfanch Chief Division Dirggtor



REG.# 20954-REA Fluvalinate Technical MUP

Zoecon Corp.
975 California Ave.
Palo Alto, CA 94304

1) The submission contains data on the manufacturing process; analytical methods
and results; and proposed use patterns. We have no adverse comments at this
time. If, in future, food uses are proposed, HED will need to review this
material. The basic chemical descriptions as presented are satisfactory, but
we have seen no long term storage stability information. [Note to PM:
is this information in a petition maybe ?]

2) Update storage and disposal statements.

Brinson Conerly IRB/TSS % @/\9—% L / -3 / &
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Zoecon Corporation 975 California Avenue, Palo Alto, California 94304

April 30, 1983

Mr. Timothy A. Gardner (P§—175)w/
Insecticide-Rodenticide B

Registration Division (T§-767C)

U.S. - Environmental Protection Agency
Crystal Mall, Bldg. #2, Rm 207

1921 Jefferson Davis Highway
Arlington, Virginia 22202

Subject: Fluvalinate Technical, An Insecticide for
Manufacturing Use Only
Application for Pesticide Registration

Dear Mr. Gardner:

Zoecon Corporation hereby submits, in triplicate, an
Application for Pesticide Registration of Fluvalinate
Technical, An Insecticide for Manufacturing Use Only. This is
a manufacturing concentrate of the active ingredient
RS-o-cyano-3-phenoxybenzyl (R)-2-chloro-4-(trifluoromethyl)-
anilino-3-methylbutanoate, also referred to as (aRS,2R)-
fiuvalinate,

(aRS,2R)-Fluvalinate is the active ingredient in several
Zoecon products recently reviewed by the U.S. Environmental
Protection Agency. These include:

Mavrik® 2E, For Use on Cotton (EPA EUP No. 20954-EUP-19, 21)

Mavrik AQUAFLOWTM Insecticide (EPA EUP No. 20954-EUP~12%) & °* ¢

Mavrik® 2E, Insecticide (EPA Reg, No. 20954-RRL) . °. ‘oo’

CONTENTS “et. .

This Application for Registration is organized accorging, to **

ococeeee

the most recent draft of the EPA's "Guidelines for Reglstering C
Pesticides"” and includes: o e

27 e

Telephone: (415) 857-1130 Cable: Zoecon Telex: 345550 (Zoecon PLA)




Mr. Gardner
April 30, 1983

Page 2
Introduction Copy of Cover Letter
Pesticide Registration Application Form
Label Technical Data
Confidential Statement of Formula
Offer to Pay Statement
Certification Statement
Method of Data Support Statement
Section A Product Chemistry
Section B Proposed Labelling
Section C Product Toxicology

.P;ease refer to the following EPA Submissions for
additional data in support of this registration:

T S i s T S > i > i ———— —— T — ——— — — T — — — > > s

DATE e or PILE voLOME/
SUBMITTED PRODUCT use SUBMISS ION SYMBOL ACCESSION NO. DATA
5/8/81 MAVRIK 22 Cocton gup 10954~EUP~-19 1/07009) Iacro
2/070094 Restdus,
Tolarzacss,
ZUP Program
Pusticide 1€2520 & 1/070093 Iatro
Tolarance 185206 . 2/070096 Toxicology
Patition & 1/070097 Toxicology
Tood /Peed 4/070098 Toxicology
Additive $/070099 Toxicology
Pacition 6/0700L00 Toxicology
7/0700%0L Sasidue,
Proposed
Tolarances
2/6/82 MAVAIK 2B Cotton 2P 20954-2URP~19 1/070657 Iacro
2/070658 Residua, . one : b : ° :
Eav. Chemiscwy,
HYacabolism * ¢ : * ¢
Pasticide 162520 & 1/07065% Tacro
Tolecance 1H5304 2/070660 Toxtcology
Petition § 31/0706861 Toxicology
Pood /Teed 4/070662 Toxicology
Addicive 5/070663 Toxicology
Tolaraoce 6/Q70664 Toxicology
7/07066% Toxicology
8/070666 Toxtcology
9/070667 ©  Residus,
Analycical
Chentstry
4/15/82 MAVRIK 22 frulg, dus, EUP 20954-ZUP=-21 1/147208 Iacro,
Vegetablaa Toxicology,

EUP Program




Mr. Gardner
April 30, 1983
Page 3

DATR TYPE OF PILE VOLIME/
SUBMITTED PRODUCT yse SUBMISS ION STBOoL ACCESSTION NO. DATA
~J
4/15/82 MAVREIR 28 Ornamencals Registration 20934=3RL 1/267333 lacro
Plaating
P 3eed, Yoo-
bearing Trees
9/7/82 MAVRIX 2B Cocton aird M9S4-TUP=-19 L/ Iacro
Anendzenc Rasidue
Cheaisecy
9/23/82 MAVRIK 2E Ornamectals Reglscracion 20954-RRL 17243458 Iacro,
Plancting Sead Amendaenc label
Yon=bearing Residue
Trees Cheniscry
Toxicology
10/11/82 MAVRIE 28 Pruie, Nue EUP 209 34-EUP 1/268634 Intzo
Vegetabdle Anandment Toxicology
11/8/82 MAVRIK AQUAFLOW  Ornamencals Zegtstracioa 20954=123 1/024882 Iatra,
Amenduent Chemiscry,
Toxicalogy
12/2/82 MAVRIK 2E Ornamencals Regiscracion 209354~RAL 1/2634%8 lacze,
Planting Seed Amandaent Label
Non~bearing Residus
Trees Cheatistry
2/8/83 MAVRIX 28 QOrnamentals Regiscracion 20954-RRL 1/ Incro,
?laacing Seed Amendmenc Labal
Non=bearing Reaidue
Tceos Cheniscry
2/24/83 MAVRIK 2E Cotton Regzistracion 20954-ZUP-19 1/249604 Toxicology
Apecdzent
4/14/83 MAVRIX 27 Fruit, Nut gre 20954-ZUP= 1/ Label
Vagatables ZUP Program
4/30/83 ?luvaliaacza All usas Supplemencal 20954 i/ Toxicology
Daca 2/ Toxtcology
3/ Mecabollsa
N Residua
Cheaistry
4/30/83 MAVRIK 2P Planeing, Ragiscracion 20934~ L/ Incro
Seed Label
Non-bescing
Trees .
. .
4/30/83 MAVRIK 28 Plantiag Registracion 20934-RRL v Intro qeeee
Seed Ameadment Label
Noa-bearing [ XX N
Teees A e o
oo .
. . .
4/30/83 Pluvalinacae ufg. Registracion 20934~ 1/ Inczo
Techaical Use Label s o
Cheniscry ° L
s o
' . [
4/30/83 ?luvalinace ez, Regiscracioa 20954~ 1/ Iacro . o o
5% 3ulk Use Labal oo oo
4/30/83 Fluvalinace 302  Mfg. Regiscracion 209354~ v/ Incro
Coacsatrace Use Label
Cheniscey
Toxicology
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Mr. Gardner
April 30, 1983
Page 4

LABEL

Five copies of the proposed label for Fluvalinate
Technical, An Insecticide For Manufacturing Use Only are
enclosed with this Application.

CONFIDENTIALITY

All the information supplied with this Application, except
for the proposed label, is considered confidential and the
. property of Zoecon Corporation.

Your cooperation in the timely processing of this
Application will be greatly appreciated. Should you require
any further information concerning this Application, please do
not hesitate to call me.

(0398E)

Sincerely,

Abhianne

Adriene Ste.

%

Registration Spe01allst
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PRODUCT CODE 6100-00

FLUVALINATE TECHNICAL

An Insecticide-Acaricide For Manufacturing Use Only

ACTIVE INGREDIENT:

(RS,2R)-fluvalinate [(RS)-c-cyano-3-phenoxybenzyl
(R)-2-T2-chloro-4-(trifTuoromethyl)anilino]-3-methyl-
butanoate]* LS B O O B O BN B B B A B O R B B B BN B B BB BN O BB B AN 85%

INERT INGREDIENTS: coosssconcconcsonaisosscsorsssccscssons 15%

Lot No:

Specific Gravity: 1.29 g/cc
Refer to analytical label on this drum for exact analysis of this lot.

*U.S. PAT. 4,260,633 and other Patents Pending.

EPA Registration No. 20954-
EPA Est. No. 1258-NY-3

HAZARDS TO HUMANS
WARNING

OPEN CONTAINER IN WELL VENTILATED AREA
DO NOT BREATHE FUMES

May be fatal if swallowed. Causes moderate eye irritation. Avoid contact
with skin, eyes or clothing. Wash thoroughly with soap and water after
handling and before eating or smoking. Remove contaminated clothing and
wash thoroughly before reuse.

IF IN EYES:
IF SWALLOWED:

IF ON SKIN:

FIRST AID

Flush with plenty of water. Get medical attention

if irritation persists.

Call a physician or Poison Control Center. Drink 1 or.2:°:
glasses of water and induce vomiting by touching back of °
throat with finger. Do not induce vomiting or give anytﬁing

by mouth to an unconscios person. goyens
Wash with plenty of soap and water. Joeee
ENVIRONMENTAL HAZARDS ..

This product is highly toxic to fish. Do not discharge into 1akes,.""'

streams, ponds or public waters unless in accordance with an NPDES -«  « .
permit. For guidance, contact your Regional Office of the Environmental

3 .
L ]

Protection Agency.

PHYSICAL /CHEMICAL HAZARD
228

Do not use or store near heat or open flame.

5 e — e ——




STORAGE AND DISPOSAL

,‘Do not contaminate water food, or feed by storage or d1sposa1
In case of spill or leak, vent11ate area we11 then soak up with soil or

other absorbent material.

Pesticide Disposal: Pesticide or rinse water that cannot be used according
to label instructions must be disposed of according to
Federal or approved state procedures under Subtitle C
of the Resources Conservation and Recovery Act.

Container Disposal: Triple rinse (or equivalent). Then offer for
: recyc11ng or reconditioning or puncture and dispose of
in a sanitary 1andf111 or by other approved state and

local procedures.

DIRECTIONS FORUSE

It is a violation of Federal Law to use this'proddct in a manner inconsistent with
its labeling. Refer to the Formulators Manual for formulating instructions and

‘other technical information.
This product may not be used or referenced as a source of 1ngred1ent in the

formulation, manufacture or registration of any: products without prior written
author1zat1on from Zoecon Corporat1on ‘

WARRANTY AND CONDITIONS OF SALE

Zoecon Corporation warrants that this product conforms to the chemical description
on the label. Zoecon makes no other warranty, express or 1mp11ed

ZOECON CORPORATION
AGRICULTURAL CHEMICALS DIVISION
Palo Alto, Ca]ifornia 94304

MADE IN USA .

NET CONTENTS: 258 Kg (569 1bs.)

68-6100-14 RO | o | . oo
(0399E) . ’ ’ . :ooo:o ooo::
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S g g pi REST on reverse before com-

\ Y 4 APPLICATION FOR PESTICIDE: [ xemomens . A| Petos
SECTION |

1. com&b%%!ﬁonﬁkuﬁ 2. ﬁ;;z-'] 30’ '[983 3. pnonMu-cir?MANAGzn [ W

RESTRICTED

5. NAME AND ADDRESS OF APPLICANT (Include ZIP Code)

Zoecon Corporation
975 California Avenue
Palo ATto, CA 94304

[[JecHECK IF THIS IS A NEW ADDRESS

6. PRODUCT NAME

F i i ici ring Use Only
SECTION Ii

1. SUBJECT OF AMENDMENT

D RESUBMISSION IN RESPONSE TO AGENCY LETTER DATED

D FINAL PRINTED LABEL IN RESPONSE TO AGENCY LETTER DATED

|:| OTHER (explain below)

SECTION 111
1. WILL THIS PRODUCT BE PACKAGED IN: 2. TYPE OF CONTAINER
CHILD-RESISTANT PACKAGING | _|ves [X]wno XImerac
i
UNIT PACKAGING [ |vES E] NO g:'“’: S
LA
If YES; unitpkg.wt. _____________No.percontainer
[CJrarer
WATER - SOLUBLE PACKAGING [ |ves [¢]no (JoTHER (Specity)
If YES, pkg. wt. - No. per container
3. LOCATION OF NET CONTENTS 4. SIZE(S) OF RETAIL CONTAINER sesseh
(XILaseL [JconTainer 200 Liters e Seie L <
an ]
5. LOCATION OF LABEL DIRECTIONS 6. MANNER IN WHICH LABEL IS AFFIXED TO PRODUCT ¥ XL
X]on LaBeL [JuitHoGrARH [[JoTHER (Speciry) e oo
E:]PAPE!\‘GLUED seonse LR XL
L] - -
[[Jon MATERIAL ACCOMPANYING PRODUCT Dsﬂ;"c“_gn coee it ek
SECTION IV b b e
1. CONTACT POINT (Complete items directly below for identification of individual to be contacted, 6. DATE APPLICATION RECElqu
if necessary, to process this application), (Stamped)  _®* ® =
NAME e" @ o L ] e »
. L]
. L] L
Adrienne Ste. Marie *o o
TITLE ::l.xg;ldgr; NO. (Include
. . . . rea
Reg‘lstr‘at‘lon SPECTa-I]st (4]5} a87-1130
2. SIGNATU 2 3. TITLE : s
4 % ¢ Registration
. a 7724 Specialist
4. TYPED NAME 5. DATE SIGNED
' Adrienne Ste. Mari ot April 30, 1983
EPA Form 8570-1 (Rev, 5.81) PREVIOUS EDITION IS OBSOLETE. 230




INSTRUCTIONS
~ GENERAL

This form is to be used for all applications for new and amended registrations for pesticide products.

In order to process an application for new rcgiatratlon.wbmitted on this form, the following material must accompany the appli-
cation:

1. Offer to Pay Statement (EPA Form 8570-22, -23, or -24). (If not exempted by 40 CFR 162.9-1(b),
2. Confidential Statement of Formula (EPA Form 85704).

3. Five copies of draft labeling,

4. Three copies of any data submitted,

issi ling - Labeling should first be submitted in the form of draft labels with all applications for new registration,
Such draft labels may be in the form of typed label text on 8 1/2 x 11 inch paper or as a mock-up of the proposed label. If prepared
8s 8 mock-up it should be constructed in such a way as to facilitate storage in an 8 1/2 x 11 inch file, Mock-up labels significart'
smaller than 8 1/2 x 11 inches should be mounted on 8 1/2 x 11 inch paper for submission.

Submission of Data - Data submitted in support of this application must be submitted in three copies. In order to facilitate reviev.
each type of data submitted must be bound separately, and clearly identified on the front cover including the date submitted.

A copy of the application form and a copy of the label should be bound in each separate volume of the data.

ALL DATA FOR WHICH CLAIMS OF CONFIDENTIALITY ARE ASSERTED MUST
BE SUBMITTED, BOUND SEPARATELY AND CLEARLY MARKED AS SUCH.

SPECIFIC

Please read the instructions listed below before completing this application. First determine the type of registration action, listed

in BLOCK A, for which you are submitting this application, For applications submitted in connection with NEW REGISTRATION
actions, Sections |, 111, and IV must be completed by the applicant. For applications submitted in connection with amended registration
actions, Section [, I, and IV must be completed by the applicant,

BLOCK A - Check the appropriate action for which you are submitting this form.

Section | - This Section must be completed for both REGISTRATION and AMENDED REGISTRATION actions.

1. Company/Product Number - Insert your company number, if one has been assigned. This number may have been assigred to you
as a basic registrant, a distributor, or as an establishment. If application is for an amendment, insert the registration number of
the product.

2. Date - Fill in the appropriate date.
3. Product Manager - If known, fill in the name and number of the Product Manager.
4. Proposed Classification - Specify the proposed classification for this product.

5. Name and Address of Applicant - The name of the firm or person and address shown in your application is the person or firm
to whom registration will be issued. If you are acting in behalf of another party, you must submit authorization from that

party to act for them in registration matters.

An applicant NOT residing in the United States must have an authorized agent residing
in the United States to act for them in all registration matters. The name and complete
mailing address of such an agent must accompany this application.

6. Product Name - Enter the complete product name of this pesticide as it will appear on the label. The name must be specific to
this product only. Duplication of names is not permitted among products of the same company. Do not include any brand name
or company line designations.

AMENDMENT INFORMATION
Sogﬂqllu. This Saction must be completed for all applications submitted in connection with AMENDED REGISTRATION.

- [ 'Sub ec! of A ntl Flt Check the appropriate block, and provide a brief explanation of the purpose(s) for the amendment, such
lhe addltlon a site, pest, or crop’’; "to change inert ingredient’’; “general label revisions of precautionary statements’, etc.

s e PACKAGING AND CONTAINER INFORMATION
asees sssnen
Seltians YA - This Sectionmust be completed for all applications submitted in connection with NEW REGISTRATION.

1. T%é of P&c@nrfﬂ.‘(’hﬂck the appropriate block if you product will be packaged in the indicated packaging types. Indicate the
. ®he individual packets and number per retail container.

2. .‘[xa of Retail @omainer - Indicate type of container in which product will be marketed.

. - . e J
3. Raecavien of Net Contents - Indicate the location of the statement of net contents,

L L]
4. Size(s) of Ret#bComainer - Specify the net contents of all retail containers for your product.

6. Location of Use Direction - Indicate the location of the usedirections for your product.

6. Manner in which label is aifixed to product - Indicate the method product labeling is attached to retail container.

CONTACT POINT
Section IV - This Section must be completed for all REGISTRATIONand AMENDED REGISTRATION applications.
1-6. Self-explanatory,

6. EPA Use Only.
EPA Form B570-1 (Rev. 5-81) REVERSE
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REGISTRATION DIVISION DATA REVICW RECORD '*-:‘
Confidential Business In*ormation - Dovs Not Cantaen Natana! Security In gricatson (E O, 12065y E,":
1. CHEMICAL NAML
v ity
2. IDENTIFYING NUMBER 3. ACTION CODE | 4. ACCESSION NUMEER TO 6s Gt P
20959-rEA | /D 50303 . 7 7‘”3‘/3
- G 6. REFLALNCE NUMB? 18
i
7. DATE RECEIVLD (=FA) i
'
B.STATUTORY DUE DA™ c i
1
i
9. PRODUCT MANAGER (PM; i
]
10. PM TEAM NUMBER '
/ |
14. CHECK IF APPLICABLE TOBE COMPLETCD 8Y PCE ¢
. 11. DATE SENT TO HeD/TS
O public Health/Quarantne O Minor use -"‘E 452 a 5 ’
- - i
- 12.9momw NUMBER :
[‘] Substitute Chemical [ Part ot 1PM : i
D Seasonal Concern D Review Requires Less Than 4 Hours 25 TROITCERE ARSI 35T % '
15. INSTRUCTIONS TO REVIEWER F. INSTRUCTIONS ’
A. HED [ Toral Assessment - 3(c)(5) | c. O ersp
] D Incremental Risk Assessment - D. |:| TSS/RD
31eM7) ang or E.L. Jechnson
memo of May 12, 1977. E. D Other

B. SPRD (Senc Copy of Form to SPRD PM)

D Chemical Undergoing Active = .
RPAR Review i
D Chemical Undergoing Active 4
Registration Standards Review e R i
. .
L ]
16. RELATED ACTIONS ;
|
"cmnoi : 18. REVIEWS SENT T0 » i
Use Any or All Available Information D Use Only Attached Data E] TB D EEB D EF L PL H
Use Only the Attached Data for Formulation and Any or Al . —
Available Information on the Technical or Manufacturing Chemical, ACe ; EFB CH A -
O O O O BFv T
NUMBER OF ACTIONS !
fs.fo TYPE OF REVIEW ' :
. Registration| Petition EUP SLN Sec. 18 Inert | k. use | Jther !
'
TOXICOLOGY '
o ECOLOGICAL EFFECTS ; = W ]
w
2 , I
RESIDUE CHEMISTRY . |
2 e
ENVIRONMENTAL DATE " i
-
blaylaz . i | »
ot CHEMISTRY, i !
o o LI - Lt
§ EFFICACY l [
: 23 ! i 2 I
PRECAUTIONARY LABELING " l | :
. . 1
2 - F | . k
5 ECONOMIC ANALYSIS s | | !
- 5 L i ! —
. . . Representative 23. Date Returngd to RD 24, lrorade arp Jp gl o7 * 2 e oy
el Submitted ﬂldmhal i : e i g3 g e
20. ﬁ?hfi\pplicanon 21. ¥ Statement of 22, [} LabsliShowing | U0 be-campieted by et pc St e e LI '
‘Artachid Formila Accepted Uses HED) for Eazh Banch Cn .ot !
Attached Revii w, 23 ..l
-

EPA Form 8570-13 (Rev. 11-81) PREVIOUS EDITIONS ARE OBSOLETE
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Form Approved
OMB No. 158 - R0066

1. COMPANY/REGISTRATION NO.
U.S. ENVIRONMENTAL PROTECTION AGENCY
OFFICE OF PESTICIDE PROGRAMS (WH-567)
WASHINGTON, D.C. 20460 20954 - /Fg-'ﬂ
LABEL TECHNICAL DATA p- PRODUCT NAME
(See INSTRUCTIONS on back of last part) E Fluvalinate Technical, An Insecticide For
Manufacturing Use Only
4, APPLICATION SITES S. PEST TYPE 7. USER TYPE
(Check all that apply) {Check all that apply) (Check all that apply)
01 cROPS (Fruit) 01 ALGAE 01 UNSPECIFIED GENERAL USE
02 CROPS (Vegetable) 02 AMPHIBIAN/REPTILE 02 UNSPECIFIED RESTRICTED USE
03 CROPS (Field) 03 BACTERIA 03 HOMEOWNER USE
04 CROPS (Spice) 04 BIRDS 04 JANITORIAL USE
08 CROPS (Nut) 08 FISH 085 PEST CONTROL OPERATOR USE
09 CROPS (Other) 06 FOULING ORGANISMS 08 COMMERCIAL APPLICATOR USE
10 SOIL TREATMENT (No crop specified) 07 FUNGI 07 FARMER USE
20 FOREST X | 08 INSECTS AND MITES 08 MEDICAL USE
30 ORNAMENTALS 09 MAMMALS 09 VETERINARY USE
40 TURF 10 NEMATODES 10 GOVERNMENT AGENCY USE
. 50 STORED PRODUCTS TREATMENT 11 PLANTS v 11 MANUFACTURING USE
61 ANIMALS (Liveatock) 12 RODENTS a. FORMULATION
62 ANIMALS (Dairy) 13 SLIME (Check one only)
63 ANIMALS (Pet) 14 SLUGS AND SHAILS 01 TECHNICAL CHEMICAL
64 ANIMALS (Laboratory) 18 VIRUS 02 FORMULATION INTERMEDIATE
69 ANIMALS (Other) 16 OTHER (Specify) 03 DUST
71 OUTDOOR (Nocrop Agricultural) 04 GRANUL AR
72 OUTDOOR (Resident/ Commercial) 08 PELLETED/ TABLETTED
73 ouTpooR (Non agricultural) 06 WETTABLE POWDER
81 BUILDINGS (Agricultural) 6. MODE OF ACTION 07 WETTABLE POWDER/DUST
82 BUILDINGS (Commercial) (Check all that apply) 08 CRYSTALLINE
83 BUILDINGS (Food Procesaing) 01 ATTRACTANT 09 MICROENCAPSULATED
84 BUILDINGS (Medical) 02 BIOLOGICAL CONTROL 10 IMPREGNATED MATERIALS
85 BUILDINGS (Residential) 03 CHEMOSTERILANT 11 SELF-GEMERATING SMOKE
91 EQUIPMENT (Commercial) 04 DEFOLIANT 12 EMULSIFIABLE CONCENTRATE
92 EQUIPMENT (Food) 05 DESICCANT 12 INVERT EMULSION
93 EQUIPMENT (Agricultural) 08 FEEDING :DEPRESSANT 14 FLOWABLE CONCENTRATE
.! 94 EQUIPMENT (Medical) 07 GROWTH INHIBITOR 185 SOLUBLE CONCENTRATE
28 EQUIPMENT (Transportation) 08 GROWTH REGULATOR 16 SOLUTION (Ready to Use)
96 LAUNDRY AND DRY CLEANING X | o9 PoI1sSON (Single dose) 17 0ILS (No added pesticide)
97 INDUSTRIAL PRESERVATIVES }e 10 POISON (Multiple Dose) 18 PRESSURIZED (Gas)
¥ | #8 PEsTICIDE (Manufacturing only) 11 PRESERVATIVE 19 PRESSURIZED (Liquid)
99 OTHER (Specify) 12 REPELLENT 20 PRESSURIZED (Dust)
13 OTHER (Specily) 21 OTHER (Specify)
L
LE R ] L
REMARKS. .9 .
.
L] L]
Seseee o
.
L
asse
L] . @
LR ] [ ]
Heessaw
.
ae @
L L ]
LA
-
. .
L] LI
.8 an
- s
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EPA Reg. No.
EPA File symbol 2 075 Y- X £4

A-1 ADMINISTRATIVE CHECK LIST

We have received your application for registration but cannot process it
until the items checked are corrected.

1.

10.

11,

12.

Please include an Application for Pesticide Registration/
Amendment, EPA Form 8570-1. This form is required for all
initial submissions, resubmissions (subsequent submissions
prior to registration), and amendments.

Your application for amendment did not identify the EPA File
Symbol or EPA Registration Number of the product. Please refer
to the applicable EPA File Symbol or EPA Registration Number in
all correspondence concerning the product.

The Data Reference Sheet, EPA Form 8570-20, was not included.
This form must be submitted with all applications for new regis-
tration, reregistration, and with any other application which
requires a change in information previously submitted on the
form.

You must apply separately for registration for each pesticide
product.

You must indicate the proposed classification of the pesticide
product in block 4 of the application.

You must specify the type of container in Section III of the
application. .

You must state in Section III, block 1 of the application if
child-resistant packaging will be used.

You must state the name of the pesticide product, not the active
chemical, in block 6 of the application.

You must indicate, in Section III, block 5 of the application,
the location of label directions.

The manner in which the label is affixed to the product must be
indicated in Section III, block 6 of the application.

The application form was not signed (Section IV, block 2). We are,
therefore, returning your application.

The applicant's title must be indicated in Section IV, block 1.

(Over)

234




A-1 ADMINISTRATIVE CHECK LIST (continued)

13.

18.

19,

20.

21,

22.

23.

24.

Your application did not include a statement regarding data
campensation in accordance with PR Notice 83-1.

The applicant's name was not printed in Section IV.

The application date must be indicated in Section IV, block 4.
Each product must have a different product name. The name listed
on the application form is the same as for the product under

(EPA File Symbol) (EPA Reg. No.) . We are, therefore,
returning your application.

An application for amending the registration which involves a
significant ingredient change is considered as an application

for the registration of a new product. Therefore, we are returning
your application. If you wish to resubmit it, please camplete a
new EPA Form 8570-1. The product name should be modified so as

to be distinguishable fram the old product name. You should
inform this office of your intentions with respect to the product
registered under EPA Reg. No. .

Please clearly indicate the nature of the amendment in Section III,
block 1 of the application.

T™wo (2) legible and identical copies of the proposed labeling
must be submitted. Labeling submitted with the application
should be in typewritten draft form. You will be notified if
copies of final printed labeling are required.

The product name on the labeling differs fram that stated on the
application/letter.

The Confidential Statement of Formula, EPA Form 8570-4, declaring
the name and percentage by weight of each active and each inert
ingredient, must be included.

Declaration of the term "inert ingredients" on the Confidential
Statement of Formula is not acceptable. If the camplete chemical
canposition of the product is not known to you, send a separate
copy of this form to your supplier, and request him to submit

it to us. This form should clearly identify the appllcable EPA
Registration Number(s)/File Symbol(s).

The Confidential Statement of Formula was not signed and/or
is incamplete. It is, therefore, being returned.

We have not received the formal authorization from your supplier

to use the confidential formulation of your label. We cannot
review your label until you furnish this information.

235
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Zoecon Corporation 975 California Avenue, Palo Alto, California 94304

April 30, 1983

Mr. Timothy Gardner (PM-17)
Registration Division (TS-767-C)
U.S. Environmental Protection Agency
401 M Street, S.W.

Washington, D.C. 20460

Dear Mr. Gardner:

I understand that the cite-all method of data support
is no longer required in order to secure Registration under
my pending application for Fluvalinate Technical, An Insec-

ticide For Manufacturing Use Only,

identified as 20954-

and submitted on 4-30-83.
method of data support.

I hereby choose the cite-all
I hereby submit all the required

data compensation forms for that method of support.
Sincerely,

Adeconon S

Adrienne Ste. Marie
Registration Specialis

ASM/v1

Telephone: (415) 857-1130 Cable: Zoecon Telex: 345550 (Zoecon PLA)
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Form Approved
1
1. EPA FILE SYMBOL/REGISTRATIO" NO.

U.S. ENVIRONMENTAL PROTECTION AGENCY
OFFICE OF PESTICIDE PROGRAMS (TS-767)
WASHINGTON, D.C. 20954 =

2. DATE OF APPLICATION TO WHICH THIS
STATEMENT APPLIES

April 30, 1983

CERTIFICATION STATEMENT

{Please read instructions on reverse before completing)
3. PRODUCT MANAGER 6. APPLICANT'S'NAME AND ADDRESS

PM-17 Zoecon Corporation
975 California Avenue
Palo Alto, CA 94304

4, PRODUCT NAME

Fluvalinate Technical, An Insecticide
for Manufacturing Use Only

©

6. | certify that | have notified in writing the companies who have submitted data upaen which | have relied to support my application,
and that | have offered to:

1. Pay compensation for those data in accordance with sections 3(c)(1)(D) and 3(c)(2)(D) of the Federal Insecticide, Fungicide and
Rodenticide Act, as amended; and

2. Commence negotiations to determine which data are subject to the compensation requirements of FIFRA, and the amount and
terms of compensation, if any, due.

7. The companies | have notified are:

A. [x] All companies listed on the Pesticide Data Submitters List for all active ingredients contained in my product
(see 40 CFR 162.9-5).

(AL L RN ]

B.J An companies listed on the Pesticide Data Submitters List for all active ingredients contained in my producfwhfd1 L { e s
not derived from registered and purchased sources (see 40 CFR 162.9-8(f)). stesse
b n .
c. O Those companies who have conducted the studies which | have submitted (or cited if conducted with an Meau&al product.}..
(see 40 CFR 162.9-8(e)). seens
LN R
. L L]
o [ ]
Sessnen
- . .
e @ g !
L] L LA N R RN
s . .
> » as s
- L
L T
8. SIGNATURE 9. TYPED NAME AND TITLE IDATE SIGNED
/ﬁ(/’ 3 Adrienne Ste. Marie April 30, 1983
M 'ﬁ m Registration Specialist
=, o i T 2

EPA FORM 8570-21 (1-81) Orighal — to EPA




INSTRUCTIONS
GENERAL

Use this form to certify that you have made the appropriate Offers To Pay, under any method of compensation, to
persons or companies who have submitted data on which you have indicated your application relies,

Thus, you must use this form if you use the Cite-All Method of Compensation (EPA Form 8570-23) or the Combined
form of the Alternate Method (EPA Form 8570-22).

Use this form, even if you use the Alternate Method of Compensation (EPA Form 8570-24), if any part of the study
you are submitting on your formulation was conducted by another company.

Submit this form after making the appropriate Offers To Pay to which you are certifying. You need not submit this
form with your application for registration, although you may choose to submit it if you have at that time made the
Offers To Pay. If you do not notify companies until after you have submitted your application for registration, you
may submit this form separately.

This form must be submitted before your registration will be approved.

SPECIFIC INSTRUCTIONS
1. EPA File Symbol/Registration No. — Enter the file symbol/registration number assigned to this product.

2. Date of Application — Enter the date of the application to which this Certification Statement applies. Do not enter
the present date if this form is being submitted after the application.

3. Enter the name of the EPA Product Manager assigned to your product, if known...

4. Product Name — Enter the product name of this pesticide as it will appear on the labei.

5. Self-explanatory.
6. Self-explanatory.

7. Mark (‘X’) the appropriate block to indicate the companies you have notified. The block marked must correspond
with the information on the Offer To Pay submitted with your application for registration. .

Block A corresponds to the Cite-All Offer To Pay Statement (EPA Form 8570-23).

L L] ase
i = *B* k"B corresponds to the Combined Offer To Pay Statemént (EPA Form 8570-22).
anesan ’
- - -
.°e Rlock L corresponds to the Alternate Method Offer to Pay Statement (EPA Form 8570-24).
esnss sesnns § : h
. . .
seee* 8. Selfswddanatory.
- - @ L ]
L] LR ]
$°°%° 9. Self-weplanatory.
o . o
sadanw L I
. . s ue
-e on . °
L .
e w@
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Form Approved OMB No. 2000-0012

U.S. ENVIRONMENTAL PROTECTION AGENCY LL DAle 1
OFFICE OF PESTICIDES PROGRAM (TS-767)
WASHINGTON, D.C. 20460 pr‘-l-[ 30’ ]983

n 2. EPA REGISTRATION NO./FILE SYMBOL
N7 OFFER TO PAY STATEMENT 20954-

Cite- All Method of Compensation 3. PRODUCT MANAGER

{Please read instructions on reverse before completing.) PM-17
4. NAME AND ADDRESS OF APPLICANT (Write or print within the corner marks, include zip code.)

M : 5

Zoecon Corporation
975 California Avenue
Palo Alto, CA 94304

[ | 5

5. PRODUCT NAME

@

Fluvalinate Technical, An Insecticide For Manufacturing Use Only

This is an Offer to Pay Compensation under 40 CFR 162.9-4 and -5 in connection with an Ap-
plication for Registration.

Applicant offers and agrees to pay compensation to other persons with regard to the approval
of this application, to the extent required by Sections 3(c)(1)(D) and 3(c)(2)(D) of the Federal
Insecticide, Fungicide, and Rodenticide Act, as amended (FIFRA).

Applicant acknowledges that for purposes of FIFRA 3(c)(1)(D) this application, and any result-
ing registration, relies on the following data:

1. Any data submitted or specifically cited by the applicant; and
2. Each other item of data in the Agency’s files which:
a. Concerns the properties or effects of:

. (1) Applicant’s product;

(2) A product identical or substantially similar in composition to applicant’s pro-

duct; or
(3) One or more of _the active‘ingredients of applicant’s product for which EPA has 12. SEEE.GEB"EEFI'J.’?M —
not published a final generic standard; and stamped)
b. Is one of the types of data that EPA would require to be submitted for scientific
review if the application sought the initial registration under FIFRA Section 3(c)(5) s
of a product with composition and uses indentical or substantially similar to those .t tan e o o
of the applicant’s product, under the data requirements in effect on the date EPA s = ¥
approves applicant’s present application. B S .
E teense cssne
7. - L .
)d;] | have notified the appropriate companies and attached the Certification Statement. g eseess
. . . L]
[C] The Certification Statement will be submitted prior to registration. e .
- e - A L] LR ] : - I:
8. NAME OF APPROVING OFFICIAL |.9.RTITI:E F 3 = e sw
" - egistration AR
- - e
Adrienne Ste. Marie Specialist
10. SIGNATURE OF APPROVING OFFICIAL 11. DATE SIGNED
' April 30, 1983
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CODTIG FORM FOR AP?L_I_CATIONS FOR RECISTTATION/AMEMEITS
¢ Fila Symbol/Reg. Ho..;i@? f;—k?l"ﬁjfﬁ *PM

’I 10 !Descripcor(ﬁnendfnmhnuaiau only)

Reviewer

_*[39] m No.

Record Number

Input Date

*| 08 | Action Code

| 0S | Intzastate Yes No Intrastate Company and
Call-in Accession Number
Child-Resistant (C) Certification
Packaging

(S) Service Perscn (¥)Not=

Applicable

(R) Non-Residential
Use Only

[25] eroposed Classification Final Classification

|

(R) Restricted (R) Restricted

— (G) General (G) General

" Registration Type
(1)Conditional

(2)Unconditional

A (M) Not Classified

* | 35 [ Date on Application "« |04 | EPA Received Date % | 40 | PM Recaived Date j
Ol 20 1512l lors] ez ] 151 17141
MO - DAY YR MO DAY YR MO DAY YR
e Date Reviewable Data ! l I
Package Recasived ] I S
MQ DAY YR

e Product Type (circle one): A AR B/F D DE OF
#* [55 | Priority (circle one): 1 2 3 4 5 6 7
e Applicant: I

Bl dR'PER R S

(

ok Chem.Cade (1) Chem.Name (1)

Chem.Code (2) Chem.Name (2)

Chem.Cade (3)- Chem.Name: (3)

Chem.Code (4) Chem.Name (4)

e Proposed Use:

Method of Support

(1)Cite=-all (4)Not Applicable

(2)Alternata (5)Not Submittad

(3)Combined

Certification Statement

(1)Yes (3)Not Applicanls

(2)Not Submitted




#% | v | Petitions Pending (1) _ (2) (3) (4)

Date Sent to Federal Register Section_for Publication (5)
; ** 1100 [ '
Notice of
| ' L ey Publication | | | I l I I
MQ CAY YR MG DAY TR

** | 95 | Notice ofl
' Receipt

Reviews Requested:

_ DATE OUE DATE RESPONSE  RESPONSE

(T ]nTV/3R SENT [7] DATE [31 RETURNED %] CODE &1 DATE (71
[
HED I

EFB

RCB
EEB

RD

PM

PL Lih) g -
CH | E‘/z 1 (53 AL/ Py

EF

110 | Conditional Registration Data Required (Enter due dates only):

L A E - b liig ! l
M0 DAY YR M DAY YR M0 DAY TR
@ | ot - bl | + g O l l
MO DAY YR MO DAY R MO DAY YR
*i103 ['Status: '
FINAL=* |L115 fResponse * 120 | Response [ |
ACTION Code Date TR e _J
| oAY (R
75-0ay Response Dua Data: (Y) R B -

Complete only these items for resubmission:.

‘omplete for New Chemicals/New Uses.
241
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